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PART I: 

EXECUTIVE SCHEDULE 

Executive order placing certain positions in levels IV and 

V.~.....14061 

CANADIAN CRUDE OIL ALLOCATION PROGRAM 

FEA announces public hearing on 3-29-77 and requests 
comments by 3-25-77. on three alternative proposals... 14116 

TAX RETURN FORMS 

Treasury/IRS solicits comments by 5-16-77... 14189 

UNIFORM RELOCATION ASSISTANCE AND REAL 
PROPERTY ACQUISITION POLICIES ACT OF 1970 

GSA recodifies guidelines for agency implementation; 
effective 3-15-77____,_._ 14097 

DRUGS FOR HUMAN USE 

HEW/FDA provides for the certification of sterile 

ticarcillin disodium; effective 3-15-77.. 14092 

HEW/FDA provides for a minimum shelf-life potency for 
benzylpemcilloyl-polylysine injection; effective 4-14-77.. 14094 

FOOD ADDITIVES 

HEW/FDA issues temporary stay of stay regarding 
acrylonitrile copolymer beverage containers; effective 
3-11-77-.------- 14095 

ANIMAL DRUGS, FEEDS, AND RELATED 
PRODUCTS 

HEW/FDA approves safe use of chloramphenicol tablets 
for dogs for treating certain bacterial infections; effective 

3- 15-77__~ _ 14095 

POLYCHLORINATED BIPHENYLS 

HEW/FDA clarifies tolerance levels in animal food and 
food packaging material; effective 3-15-77____ 14094 

LAND MOBILE RADIO SERVICES 

FCC proposes the use of automatic Morse Code identi¬ 
fication equipment; comments by 5-17-77. __ 14124 

AMATEUR RADIO SERVICE 

FCC issues regulations on purity of emissions; effective 

4- 15-77...... 14111 

EXPOSURE TO COTTON DUST 

Labor/OSHA announces additional locations and dates 
for internal hearings; 4-12. and 5-10-77....**.„.14134 


CONTINUED INSIDE 






























reminders 

(The Items In this Hat were editorially compiled as an aid to Federal Register users. Inclusion or exclusion from this Ust hss no legal 
significance. Since this list Is Intended aa a reminder. It does not Include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Today 


H.R. 3347.....Pub. L. 95-10 

To rescind certain budget authority rec¬ 
ommended in the message of the Presi¬ 
dent of September 22, 1976 (H. Doc. 
94-620), transmitted pursuant to the 
Impoundment Control Act of 1974. 


(Mar. 10.1977; 91 Stat 20). 
Price: $.35 


Ust of Public Laws 


Note: No public bills which have become 
law were received by the Office of the Federal 
Register for Inclusion In today's List or 
Pvslic Laws. 


AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 

The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 
notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program: 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

NRC 

USDA/ASCS 


NRC 

USDA/ASCS 

DOT/COAST GUARD 

USDA/APHIS 


DOT/COAST GUARD 

USDA/APHIS 

DOT/NHTSA 

USDA/FNS 


DOT/NHTSA 

USDA/FNS 

DOT/FAA 

USDA/REA 


DOT/FAA 

USDA/REA 

DOT/OHMO 

CSC 


DOT/OHMO 

CSC 

DOT/OPSO 

LABOR 


DOT/OPSO 

LABOR 


HEW/FDA 



HEW/FDA 


Documents normally scheduled on a day that will be a Federal holiday will be published the next work day 
following the holiday. 

Comments on this program are still Invited. Comments should be submitted to the Day-of-the-Week Program 
Coordinator, Office of the Federal Register, National Archives and Records Service, General Services Adminis¬ 
tration, Washington, D.C. 20408. 


ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers 
appearing on opposite page. 



Published dally. Monday through Friday (no publication on Saturdays, Sundays, or on official Federal 
holidays), by the Office of the Federal Register. National Archives and Records Service, General Services 
Administration. Washington. D.C. 20408. under the Federal Register Act (49 Stat. 600. as amended; 44 U8 C. 
Ch. 15) and the regulations of the Administrative Committee of the Federal Register (l CFR Ch. I) Distribution 
is made only by the Superintendent of Documents, U.S. Government Printing Office. Washington. D.C. 20402 

The Federal Register provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. Thcao Include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public Interest Documents are on file for public inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the issuing agency. 



The Federal Register will be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year, payable 
in advance The chargo for Individual copies Is 76 cents for each Issue, or 75 cents for each group of pages as actually bound 
Remit check or money order, made payable to the Superintendent or Documents. UjS. Government Printing Office. Washington. 
DC. 20402. 


There are no restrictions on the rcpubllcatlon of material appearing In the Federal Ruhbtol. 
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INFORMATION AND ASSISTANCE 


Questions and requests for specific information may be directed to the following numbers. General inquiries 
may be made by dialing 202-523-5240. 


FEDERAL REGISTER, Daily Issue: 

Subscriptions and distribution. 

"Dial • a • Regulation" (recorded 
summary of highlighted docu¬ 
ments appearing in next day's 
issue). 

Scheduling of documents for 
publication. 

Copies of documents appearing in 
the Federal Register. 

Corrections. 

Public Inspection Desk. 

Finding Aids.. 

Public Briefings: "How To Use the 
Federal Register.” 

Code of Federal Regulations (CFR).. 

Finding Aids.... 


202-783-3238 

202-523-5022 


523-5220 

523-5240 

523-5286 

523-5215 

523-5227 

523-5282 


523-5266 

523-5227 


PRESIDENTIAL PAPERS: 

Executive Orders and Proclama¬ 
tions. 

Weekly Compilation of Presidential 
Documents. 

Public Papers of the Presidents.... 
Index ... 

PUBLIC LAWS: 

Public Law dates and numbers. 

Slip Laws.. 

U.S. Statutes at Large. 

Index ... 

U.S. Government Manual. 

Automation ... 

Special Projects.— 


523-5233 

523-5235 

523-5235 

523-5235 

523-5237 

523-5237 

523-5237 

523-5237 

523-5230 

523-5240 

523-5240 


HIGHLIGHTS—Continued 


! 


COMMUNITY FACILITY LOANS 

Agricufture/FmHA proposes to permit joint financing for 
project applicants: comments by 4-14-77. 14116 

SAVINGS AND LOAN ASSOCIATIONS 

FHLDB adopts regulations on conversion from mutual to 

stocK form; effective 4-29-77..... 14085 

FHIBB adopts amendments regarding loans to state 
housing corporations; effective 3-9-7 7.„„.._... 14084 

PRIVACY ACT 

GSA amends systems of records... 14171 

FOOD STAMP PROGRAM 

USOA/FNS amends regulations on general information 
and definitions; effective 10-1-76.. 14083 


ANIMAL WELFARE 

USDA/APHIS proposes health certification, C.O.D. trans¬ 
actions, minimum age, recordkeeping, annual reports 
required of research facilities for certain animals; com¬ 


ments by 4-18-77...... 14126 

GOVERNMENT IN THE SUNSHINE 

The following agencies implements Act: 

TVA; effective 3-12-77.;._... 14086 

CRC: effective 3-12-77. 14107 


United States Railway Association; effective 3-12-77....*. 14113 
FMC, effective 3-15-77....... 14110 


TAX REFORM ACT OF 1976 

Interior/NPS proposes tax incentives to encourage the 
preservation of historic structures; comments by 

4 - 14-77 ... 


14121 


INCOME TAX 

Treasury/IRS announces percentage to compute tax lia¬ 
bility of foreign corporations carrying on life insurance 
In the United States... 14115 


MEETINGS— 

Federal Elections Commission. 3-16-77.... 14165 

GSA: Regional Public Advisory Panel on Architectural 
and Engineering Services (2 documents); 3-30 

and 4-1-77.. 14172. 14173 

HEW/FOA: Advisory Committee meetings, April .. 14175 

Allergenic Extracts Panel. 4-15 and 4-16-77. 14173 

Dental Device Classification Panel. 4-4 and 4-5-77 14174 

Interior/NPS: Gateway National Recreation Area Ad¬ 
visory Commission, 4-4-77... 14183 

Secy: Oil Shale Environmental Advisory Panel, 


4-6-77*____ 

Labor/OSHA: Subgroups on Standards and Policy/ 

Budget, 4—5—77......... 

NFAH/NEH: Public Programs Panel Advisory Commit¬ 
tee, 3—31 and 4—1—77.... 


OPIC: Board of Directors, 3-22-77 ..... 

USDA/AMS: Shippers Advisory Committee. 3-29-77. 
APHIS: Pseudorabies Conference, 4-4 and 4-5-77.. 


Nitrites and Nitrosamines Expert Panel, 3-29-77 ... 
Equal Employment Opportunity Commission, 
3-15-77...... 


14184 

14184 

14186 

14186 

14136 

14136 

14136 

14156 


RESCHEDULED MEETING— 

National Advisory Council on the Education of Dis¬ 
advantaged Children, 3-16-77...... 14186 

RB: 3-22-77 ... 14187 


NATIONAL REGISTER OF HISTORIC PLACES 

Interior/NPS sets forth notification requirements for 
nominations by State agencies; effective 3-15-77. 14097 

NATURAL GAS ACT OF 1977 

FPC issues emergency order....... 14170 


PART II: 

EMPLOYEE BENEFIT PLANS 

Labor/P&WBP issues final rules on summary plan de¬ 
scription requirements; effective 3-15-77; comments by 
4-15-77 ....... 14266 
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HIGHLIGHTS—Continued 


Labor/P&WBP defers summary plan description report¬ 
ing and disclosure requirements to 7-15-77; effective 
i—i *i— 77 .. .. .•. 14280 


PART III: 

LONGSHOREMEN’S AND HARBOR WORKERS* 
COMPENSATION ACT 

Labor/ESA proposes clarification of applications for fees 

for services of claimants; comments by 4-14-77- 14283 


PART IV: 

COMPREHENSIVE EMPLOYMENT AND TRAINING 

tabor proposes additional guidance to prime sponsors 
for operation and administration of Public Jobs Program; 
comments by 4-13-77.~.~—.....—. 14287 

PART V: 

FOOD FOR HUMAN CONSUMPTION 

HEW/FDA reorganizes and republishes regulations . 14301 


THE PRESIDENT 

Executive Orders 

Executive schedule; placement of 
certain positions in levels IV and 
V . 14081 


EXECUTIVE AGENCIES 
AGRICULTURAL MARKETING SERVICE 
Rules 

Lemons grown in Ariz. and Calif.- 14083 

Notices 

Meetings: 

Shipping Advisory Committee.. 14136 

AGRICULTURE DEPARTMENT 

See Agricultural Marketing Serv¬ 
ice; Animal and Plant Health 
Inspection Service; Farmers 
Home Administration; Food and 
Nutrition Service. 

ANIMAL AND PLANT HEALTH INSPECTION 
SERVICE 

Proposed Rules 
Animal welfare: 

Health certification, CO.D., 
Minimum age, recordkeeping. 14126 


Notices 

Meetings: 

Pseudorabies conference- 14136 

Nitrites and Nitrosamines Ex¬ 
pert Panel-14136 


ARTS AND HUMANITIES. NATIONAL 
FOUNDATION 

Notices 

Meetings: 

Public Programs Panel Advisory 
Committee- 14186 

CIVIL AERONAUTICS BOARO 


Rules 

Military transportation; exemp¬ 
tion of air carriers: 

Commercial and military fuel 
surcharges; reasonable level 

of compensation_ 14086 

Notices 

Overseas and Foreign air trans¬ 
portation; baggage allowance 

tariff rules_14138 

Hearings , etc.: 

Business Air Services. Ltd-14138 

International Air Transport As¬ 
sociation (5 documents)_14140, 

14141 

Trans World Airlines, Inc., et al. 14154 


contents 

CIVIL RIGHTS COMMISSION 
Rules 

Sunshine Act; implementation.-. 14107 

CIVIL SERVICE COMMISSION 

Rules 

Excepted service: 

Executive Office of President— 14083 
Sunshine Act; implementation, 
correction ----— 14083 

COMMODITY FUTURES TRADING 
COMMISSION 

Notices 

Associated persons, registration 
as; extension of no-action posi¬ 
tion for certain applicants-14156 

CUSTOMS SERVICE 
Rules 

Liquidation of duties; countervail¬ 
ing duties: 

Yarn, cotton, from Brazil. 14089 

Notices 

Instruments of international traf¬ 
fic: 

Bins, wooden, for transporting 
apples_ 14189 

DISEASE CONTROL CENTER 
Notices 

Occupational safety and health 
standards for certain chem¬ 
ical agents: 

Glycidyl ethers; exposure levels, 
safe standards for employ¬ 


ment; inquiry’-14173 

EDUCATION OF DISADVANTAGED CHIL¬ 
DREN, NATIONAL ADVISORY COUNCIL 

Notices 

Meetings; rescheduled- 14186 

EDUCATION OFFICE 
Notices 

Audit appeals; 

Michigan —__— 14181 

EMPLOYMENT STANDARDS 
ADMINISTRATION 

Proposed Rules 


Longshoremen's and Harbor 
Workers’ Compensation Act: 
Administration and procedures. 14283 


Notices 

Index to general wage determina¬ 
tion decisions and modifica¬ 
tions; correction- 14184 

ENVIRONMENTAL PROTECTION AGENCY 
Proposed Rules 

Air quality implementation plans: 

Vapor recovery; gasoline sta¬ 
tions. stage II: hearing-14124 

EQUAL EMPLOYMENT OPPORTUNITY 
COMMISSION 

Notices 

Meeting--- 14 156 

FARMERS HOME ADMINISTRATION 
Proposed Rules 

Association, community facility 
loans: 


Community facilities: develop¬ 
ment. conservation and uti- 


lization 


.. 14116 

Notices 



Disaster and emergency areas; 

Tftwn _... 

... 14136 

Louisiana_..... 


14136 



... 14137 

Tennessee_ 


... 14137 


FEDERAL AVIATION ADMINISTRATION 
Rules 

Special use airspace; prohibited 
area: Plains. Ga.; correction— 1408b 

FEDERAL COMMUNICATIONS 
COMMISSION 


Rules 

Amateur radio services: 

Emissions authorization....— 14in 

Proposed Rules 

Public safety radio services etc.: 

Morse code identification equip¬ 
ment, automatic; permission 
to use.—.— 141 ~ 4 

Notices 

Domestic public land mobile radio 

services; applications...l 4lw 

FM broadcast applications ready 

and available for processing.— 14161 
Satellite communications services; 

applications- 14 

Hearings, etc.: _ — M 

Nlttany Communications, Inc.. 14156 

United Video, Inc.14161 

FEDERAL ELECTION COMMISSION 


Notices 

Meeting: correction. 


14165 


iv 
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CONTENTS 


FEDERAL ENERGY ADMINISTRATION 

Rules 

Petroleum price regulations, man¬ 
datory: 

Refiners; increased non-product 
costs; correction,.... 14084 

Proposed Rules 

Canadian crude oil. mandatory 
allocation ...._14116 

FEDERAL HOME LOAN BANK BOARD 

Rules 

Federal Savings and Loan Insur¬ 
ance Corporation: 

Conversions; offers and sale of 


securities of converted asso¬ 
ciations - 14085 

Federal savings and loan system, 
etc.: 

Investment in state housing cor¬ 
porations _ 14084 


FEDERAL MARITIME COMMISSION 

Rules 


Pood additives: 

Indirect; packaging materials. 14091 
Acrylonitrile copolymer bever¬ 
age containers; temporary 

stay of stay _ 14095 

Poly chlorinated biphenyls 

(PCB's) in packaging mate¬ 
rial ---- 14094 

Zoecon; sponsor name change.. 14095 
Biological products: 

Collugenase; dating period; 

correction _ 14095 

Drugs, milk imports, etc.; pack¬ 
aging and labeling; administra¬ 
tive practices and procedures 
etc.; recodification and editorial 

amendments _ 14089 

Pood for human consumption: 

— Reorganization and recodlflca¬ 
tion . 14301 

Human drugs: 

Renzylpenicllloyl-polylyslne In¬ 
jection - 14094 

Ticarcillin disodlum. sterile _ 14092 

Notices 


Emery Power Plant, Emery 

County, Utah _ 14183 

Meetings: 

Oil 8 hale Environmental Advi¬ 
sory Panel _ 14184 

Water development projects; sta¬ 
tus review: hearings: correc¬ 
tion . 14184 

INTERNAL REVENUE SERVICE 
Rules 

Income taxes: 

Foreign life insurance com¬ 
panies; percentage used to 

compute taxes _ _ 14115 

Notices 

Authority delegations: 

Assistant Commissioner (Com¬ 
pliance) et sal.: use of Treas¬ 
ury Seal - 14189 

Tax forms review program; in- 
QUiry .. 14189 

INTERSTATE COMMERCE COMMISSION 


Practice and procedure; Sunshine 


Act implementation_14110 

Notices 

Casualty and nonperformance, 
certificates: 

Dominion Navigation Co. Ltd... 14166 
Marfuerza Compania Maritima 

8 . A. and Australia Line S A_14167 

Wcstcurs. Inc_ 14167 

Freight forwarder licenses: 

Evans International, ct al_14166 

Oil pollution, certificates of finan¬ 
cial responsibility_ 14165 


FEDERAL POWER COMMISSION 

Proposed Rules 

Policy and interpretations: 

Rates of return on equity. Just 
and reasonable; natural gas 
pipeline companies and public 

utilities_14121 

Notices 

Hmcrgcncy Natural Gas Act of 

1977 -*. ..14170 

Hearings, etc.: 

City of Phoenix Arizona and 
Salt River Pima-Maricopa 

Indian Community_14169 

Delmarva Power & Light Co.. . 14167 
Niagara Mohawk Power Corp.. 14167 
Phillips Petroleum Co. and Kerr 

McGee Oorp-14168 

Public Service Electric and Gas 

n Co --—.-.— 14169 

Puget Sound Power 8c Light Co.. 14169 

San Diego Gas & Electric Co_14169 

Southern California Edison Co. 14169 


Tennessee Gas Pipeline Co_14170 

FEDERAL reserve system 

Notices 

Applications, etc.: 

Chemical Financial Corp_14170 

Farmers Banc share*, Inc_14170 


FOOD AND DRUG ADMINISTRATION 

Rules 

Animal drugs, feeds, and related 
products: 

Chloramphenicol tablets _ 14095 


Meetings: 

Advisory committees, panels, 
etc. <3 documents)... 14173-14175 

FOOD AND NUTRITION SERVICE 
Rules 

Pood stamp program: 

Fiscal year and Implementation 
of Public Assistance With¬ 
holding (PAW)..._ 14083 

Notices 

Child nutrition programs, cash in 
lieu of commodities; value of 
donated commodities, FY 1977- 14137 

GENERAL SERVICES ADMINISTRATION 

See Public Building Service. 

Rules 

Property management: 

Uniform Relocation Assistance 
and Real Property Acquisition 
Policies Act: implementation: 

CFR redesignation <2 docu¬ 
ments) _ 14097 

Notices 

Meetings: 

Architectural and Engineering 
Services Regional Advisory 
Panel (2 documents).. 14172, 14173 
Privacy Act; changes in systems of 
records_14171 

HEALTH, EDUCATION, AND WELFARE 
DEPARTMENT 

See Disease Control Center; Edu¬ 
cation Office; Food and Drug 
Administration; National Insti¬ 
tutes of Health. 

HOUSING AND URBAN DEVELOPMENT 
DEPARTMENT 
Rules 

Low-income housing: 

Public housing program; proto¬ 
type per unit cost schedule., 14096 
INTERIOR DEPARTMENT 
See also Land Management Bu¬ 
reau; National Park Service; 
Reclamation Bureau. 

Notices 

Environmental statements; avail¬ 
ability, etc.: 


Notices 


Fourth section applications for re¬ 
lief .... 

Hearing assignments (2 docu¬ 
ments) _ 

Motor carriers: 

Temporary authority applica¬ 
tions ___ 

Petitions filing: 

Agriculture Department and 
State of Montana _ 


14191 

14190 

14191 

14194 


LABOR DEPARTMENT 

See also Employment Standards 
Administration; Occupational 
Safety and Health Administra¬ 
tion; Pension and Welfare Ben¬ 
efit Program Office. 

Proposed Rules 

Comprehensive Employment and 
Training Act: 

Public Jobs program _ 14287 

Notices 

Adjustment assistance: 

General Last Manufacturing 

. Co— ...- .14186 

Lee, Bob, Manufacturing Co, 
et al -- miss 


LAND MANAGEMENT BUREAU 
Notices 

Applications, etc.: 

Wyoming ..._ 14182 

Outer Continental Shelf official 
protraction diagrams; avail¬ 
ability, etc ___ 14184 


NATIONAL INSTITUTES OF HEALTH 
Notices 

Carcinogenesis bioassay of 1 , 1 , 1 .- 
trichloroe thane report; avail¬ 
ability -- 14181 


NATIONAL PARK SERVICE 
Rules 

Historic Places National Regis¬ 
ter: 

State agency nomlnaUon proce¬ 
dures - 14097 
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CONTENTS 


Proposed Rules 

Historic preservation certifica¬ 
tions: tax incentives--14121 


Notices 

Historic Places National Register; 

pending nominations-- 14182 

Meetings: 

Gateway National Recreation 

Area Advisory Commission— 14183 


PENSION AND WELFARE BENEFIT 
PROGRAMS OFFICE 


Rules 

Reporting and disclosure require¬ 
ments: 

Summary plan description re¬ 
porting and disclosure re¬ 
quirements deferral- 

Summary plan description re¬ 
quirements — 


14280 

14266 


OCCUPATIONAL SAFETY AND HEALTH 

ADMINISTRATION 

Proposed Rules 

Agriculture health and safety 
standards: 

Dust (cotton), exposure; sched¬ 
uling of additional public 
hearings-14134 

Notices 

Meetings: 

Occupational Safety and Health 
National Advisory Commit- 

. tee; Standards and Policy/ 

Budget Subgroups..14184 


OVERSEAS PRIVATE INVESTMENT 
CORPORATION 


PUBLIC BUILDING SERVICE 
Notices 

Property transfer: use and access: 
Former Forest Service Work. 
Center. Hot Springs. 8. Dak-. 14173 

RECLAMATION BUREAU 
Notices 

Environmental statements; avail¬ 
ability, etc.: 

Bumping Lake Enlargement. 

Yakima Project, Wash - 14182 

RENEGOTIATION BOARD 
Notices 

Meeting; rescheduled-.-—- 14187 

SECURITIES AND EXCHANGE 
COMMISSION 


Notices Notices 

Meetings: Hearings, etc.: 

Board of Directors.-.14186 Afnuatcd Fund. Inc. ct al.14187 


Gordon*: Co..14187 

Ohio Power Co.——-14188 

TENNESSEE VALLEY AUTHORITY 

Rules 

Sunshine Act; Implementation... 14086 

TEXTILE AGREEMENTS IMPLEMEN¬ 
TATION COMMITTEE 

Notices 

Man-made textiles: 

China. Republic of: new red 
stamp and signature required 
for visas..14155 

TRANSPORTATION DEPARTMENT 

See Federal Aviation Administra¬ 
tion. 

TREASURY DEPARTMENT 

Sec also Customs Service: Internal 
Revenue Service. 

*.1 —at- 

notices 

Antidumping: 

Impression fabric, man-made 


fiber, from Japan-14189 

UNITED STATES RAILWAY ASSOCIATION 
Rules 


Sunshine Act: implementation .. 14113 
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list of cfr ports affected in this issue 


The following numerical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published In today's 
issue. A cumulative list of parts affected, covering the current month to date, follows beginning with the second issue of the month, 

A Cumulative List of CFR Sections Affected is published separately at the end of each month. The guide lists the parts and sections affected 
by documents published since the revision date of each title. 


3 CFR 

Executive Orders: 

11861 i Amended by EO 11976> - 14081 


11976_ 14081 

5 CFR 

213_ 14083 

295. 14083 

7 CFR 

270 _ 14083 

271 _ 14083 

910. 14083 

Proposed Rules: 

1823_14116 

9 CFR 

Proposed Rules 

1 . 14126 

2 ..—.. 14126 


10 CFR 


212- 14084 

Proposed Rules: 

214. 14116 

12 CFR 

545- 14084 

563. 14084 

363b. 14085 


14 CFR 

18 CFR 

301__ 

Proposed Rules: 

2 .. 


-J- 14086 

-- 14086 

-- 14086 


..14121 


19 CFR 


29 CFR 


159 


14089 


20 CFR 

Proposed Rules: 

702. ..... 14284 


21 CFR 


Ch. I .. 


5 



430—.. 

436. 

440 <2 documents)_ 


501.. . 

502 . 

509 . . 

510 <2 documents) _ 

555 . 

570. ... 

582 _ 

610 . . 

1210 —. 


- 14302 

.. 14089 

.. 14090 

_ 14090 

.. 14090 

_ 14090 

. 14095 

. 14091 

_ 14092 

. 14092 

_ 14093. 14094 

__ 14091 

. 14091 

. 14094 

_ 14091. 14095 

14095 

. 14091 

.. 14091 

_ 14095 

_ 14091 


24 CFR 

841-.—. 14096 

26 CFR 

1 - -14115 


2520 <2 documents) _ 14266. 14280 

Proposed Rules: 

94 - 14288 

95 . 14288 

98... . 14288 

99 - 14288 

1028. . 14134 

1910 . 14134 

34 CFR 

233 . 14097 

36 CFR 

60- - 14097 

Proposed Rules: 

67 . 14121 

40 CFR 

Proposed Rules: 

52 . 14124 

41 CFR 

101 - 6 —.. 14097 

45 CFR 

702 . 14107 

46 CFR 

502 - MHO 

47 CFR 

97-- . 14111 

Proposed Rules: 

89-14124 

91-14124 

93-14124 

W.14124 

49 CFR 

993- 14113 
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CUMULATIVE LIST OF PARTS AFFECTED DURING MARCH 


The following numerical guide is a list of parts of each title of the Code of 
Federal Regulations affected by documents published to date during March. 



1 CFR 

Checklist . 11807 

3 CFR 

Proclamations: 

4480 . 11805 

4490 _ 13265 

Executive Orders: 

11808 (Revoked by EO 11975) . 13267 

11861 (Amended by EO 11976)- 14081 

11975 . 13267 

11976 _ 14081 

Memorandums: 

March 10. 1977 - 13801 

5 CFR 

213 .-.. 13533, 14083 

295 .. - 13009. 14083 

713 _ 11807 

7 CFR 

12033 
12143 
11811 

_ 14083 

_ 14083 

13533 
12035 

731 _ 13534 

907 . 12144. 13011. 13269. 13803 

910 . 12036. 12411.13012.13534, 14083 

959_ __ 12411 

1002 _ 11822 

1030 _ 13103 

1488-- _ 13535 

1901 . 12145 

1955 _ 13535 

1980 _ 12036, 12145 

Proposed Rules: 

29... 12881 

52. 12058 

908 ___ 12888 

918 .—. 13557 

932__-. 12063 

991 _ 13301 

1011 .-.— - 12184 

1071- ..-_ 13024 

1073. . — 13024 

1097 _ 13024 

1102 _ 13024 

1104- .—.— 13024 

1106 __^_ 13024 

1108—.. 13024 

1120 _ 13024 

1126 _ 13024 

1132 _ 13024 

1138 _ 13024 

1488 . 13561 

1701_ 13024. 13025 

1823 . 14116 

1804 _ 11841 

1901 . 13116 


9 CFR—Continued 

322. . 11825 

331 .. 12177, 12415.13013 

381 . 12177. 

12415. 12416. 13013, 13269. 13537 
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presidential documents 


Title 3—The President 


Executive Order 11976 


March 11, 1977 


Amending Executive Order No. 11861, as Amended, Placing Certain Positions 
in Levels IV and V of the Executive Schedule 

By virtue of the authority vested in me by Section 5317 of Title 5 of the United 
States Code, and as President of the United States of America, it is hereby ordered as 
follows: 

Section 1. Section 1 of Executive Order No. 11861, as amended, placing certain 
positions in level IV of the Executive Schedule, is further amended by adding thereto 
M (17) Director of Agricultural Economics, Department of Agriculture.” and ”(18) 
Assistant to the Secretary for legislative Affairs, Department of Defense.”. 

Sec. 2. Section 2 of Executive Order No. 11861, as amended, placing certain posi¬ 
tions in level V of the Executive Schedule, is further amended by deleting “(1) 
Defense Representative, Iran, Department of Defense.” and ”(9) Deputy Assistant 
Secretary for Housing, Department of Housing and Urban Development ”. 



The White House, 
March //, 1977 . 


[FR Doc.77-7762 Filed 3-11-77 ;4:24 pmj 
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rules and regulations 


1(083 


This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal affect most of which are 
keyed to and codified In the Code of Federal Regulations, which Is published under SO titles pursuant to 44 U.S.C. 1510. 

The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed In the first FEDERAL 
REGISTER issue of each month. 


Title 5—Administrative Personnel 

CHAPTER I—CIVIL SERVICE 
COMMISSION 

PART 213 —EXCEPTED SERVICE 
Executive Office of the President 

AGENCY: Civil Service Commission. 
ACTION: Pinal Rule. 

SUMMARY: This amendment excepts 
from the competitive service all positions 
on the staff of the Office of Drug Abuse 
Policy with the provision that no one 
may serve under this authority after 
September 30. 1978. This exception is 
granted because it is impracticable .to 
examine for these positions. 

EFFECTIVE DATE: March 15. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William Bohllng. 202-632-4533. 

Accordingly. 5 CFR 213 3103<f> < 1 > Is 
added to read as follows: 

§ 213.3103 Executive Oflire of the Presi¬ 
dent. 

• • • • • 

i f > Office of Drug Abuse Policy. (1 > All 
positions on the staff of the Office of Drug 
Abuse Policy. No one may serve under 
tills authority after September 30. 1978. 

(5 use. 3301. 3302; FX> 10577. 3 CFR 1954- 
1958 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission. 

James C. 8fry. 

Executive Assistant to 
Uie Commissioners . 
IFR Doc .77-7372 Filed 3-14-77;8:45 am) 

PART 295— PUBLIC OBSERVATION OF 
COMMISSION MEETINGS 

Final Regulations; Correction 

The following changes should be made 
In the document appearing in the Fed- 
t*AL Register of Tuesday. March 8 . 1977. 
42 FR 13099. <FR Doc. 72-6949): 

U> On page 13010 in 5 295.202(a)(3). 
The material in parentheses on the third 
line should read "(other than section 552 
of Title 5 United States Code)". 

<2> On page 13011 in f 295.208. Delete 
the word "eight” and insert "seven” in 
the fourth line. 

On page 13011 in * 295.401(a), 
Add, at the end of the first sentence, the 
words, "whichever occurs later”. 

Donald J. Bigun, 
Director , Bureau of 
Management Services. 
IFR Doc.77-7747 Filed 3~14-77;8;45 am] 


Title 7—Agriculture 

CHAPTER II—FOOD AND NUTRITION 

SERVICE. DEPARTMENT OF AGRICUL 

TURE 

SUBCHAPTER C—FOOD STAMP PROGRAM 

| Arndt. No. 104) 

PART 270— GENERAL INFORMATION AND 
DEFINITIONS 

PART 271—PARTICIPATION OF STATE 
AGENCIES AND ELIGIBLE HOUSEHOLDS 

Fiscal Year and Public Assistance 
Withholding (PAW) 

Pursuant to the authority contained 
in the Food Stamp Act of 1964, as 
amended. (78 Stat. 703. as amended; 7 
U. 8 .C. 2011-2026). regulations governing 
the operation of the Food Stamp Pro¬ 
gram are hereby amended. Section 270.2. 
"Definitions ’, and I 271.6. "Methods of 
distributing, issuing, and accounting for 
coupons and receipts", are revised to 
comply with legislative changes concern¬ 
ing the definition of Federal fiscal year 
and the implementation of Public Assist¬ 
ance Withholding ‘PAW). 

The definition of a Federal fiscal year 
was modified to cover the period from 
October 1 through September 30, instead 
of July 1 through June 30, by Pub. L. 93- 
344. which mandated the change be 
effective in 1976. Section 270.2(u) Is re¬ 
vised accordingly as set forth below. 

Pub. L. 94-585 permanently made 
adoption of PAW optional for State 
agencies. PAW 1$ a method for recipients 
of Public Assistance payments under 
Title IV of the Social Security Act to 
have their food stamp purchase require¬ 
ments deducted from their payments 
and to receive their coui>ons through the 
mall. Section 271.6(d)(2) is revised 
accordingly as set forth below. 

Pub. L. 94-585 also provides that costa 
States incur In administering PAW be 
paid from Food Stamp Program funds. 
PAW costs are currently considered op¬ 
erating costs of the program and fall 
under the cost-sharing provisions of the 
Food Stamp Act. States ore reimbursed 
for 50 percontum of these costs by the 
Department Based on the legislative 
history of Pub. L. 94-585 the current 
cost-sharing provisions remain in ef¬ 
fect (Sec Senate Report No. 94-1345. 
at 3.) 

Due to the need for immediate revision 
of the affected provisions to comply with 
the legislative directives It is unneces¬ 
sary and contrary to the public interest 
to give notice of proposed rulemaking. 

Accordingly. Parts 270 and 271 of 
Chapter II. Title 7 of the Code of Fed¬ 
eral Regulations ore hereby amended as 
follows: 

(1) In i 270.2. paragraph (u) is 
amended to read: 


§ 270.2 Drfinilinn*. 

• • • « • 

iu> "Federal fiscal year" means a pe¬ 
riod of 12 calendar months beginning 
with October 1 of any calendar year and 
ending with September 30 of the fol¬ 
lowing calendar year. 

• • • • • 

(2) In 4 271.6. paragraph *d)(2> is 
amended to read: 

§ 271.6 MrtluxN of ilUiribuling, i*»uinjc, 
and arrounting for coupon* and re¬ 
ceipt*. 

• • • • • 

<d> • • • 

<2> The State agency may permit 
any household participating In the pro¬ 
gram, if it so elects, to have the cost of 
its full monthly coupon allotment de¬ 
ducted from any grant or payment such 
household may be entitled to receive 
under Title IV of the Social Security Act, 
and have its full monthly coupon allot¬ 
ment distributed to it. 

• • • • • 

(78 Stat. 703. a n amended; (7 U.S.C. 2011— 
2026).) 

Effective date. This amendment is ef¬ 
fective October 1 . 1976. 

(Catalog of Federal Domestic Aaalittance 
Programs No. 10.551, Food Stamps .) 

Dated: March 11 , 1977. 

Bob Bercland, 
Secretary. 

|FR Doc.77-7679 Filed 3-I4-77;8:45 am| 


CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS, VEGE¬ 
TABLES. NUTS). DEPARTMENT OF 
AGRICULTURE 

(Lemon Reg 82. Arndt. 1J 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 

This regulation increases the quantity 
of Callfomla-Arlzona lemons that may 
be shipped to fresh market during the 
weekly regulation period March 6-12, 
1977. The quantity that mAy be shipped 
is increased due to Improved market con¬ 
ditions for California-Arizona lemons. 
The regulation and this amendment are 
issued pursuant to the Agricultural Mar¬ 
keting Agreement Act of 1937. as 
amended, and Marketing Order No. 910 
(a) Findings. ( 1 ) Pursuant to the mar¬ 
keting agreement, as amended, and 
Order No. 910. as amended (7 CFR Part 
910). regulating the handling of lemons 
grown in California and Arizona, effec¬ 
tive under the applicable provisions of 
the Agricultural Marketing Agreement 
Act of 1937. as amended (7 U. 8 .C. 601- 
674), and uron the basis of the recom- 
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mendatlons and information submitted 
by the Lemon Administrative Commit¬ 
tee, established under the said amended 
marketing agreement and order, and 
upon other available information, it is 
hereby found that the limitation of han¬ 
dling of such lemons, as hereinafter pro¬ 
vided. will tend to effectuate the declared 
policy of the act. 

<2> The need for an increase in the 
quantity of lemons available for handling 
during the current week results from 
changes that have taken place in the 
marketing situation since the Issuance 
of Lemon Regulation 82 (42 F.R. 12411). 
The marketing picture now indicates 
that there is a greater demand for lemons 
than existed when the regulation was 
made effective. Therefore, in order to 
provide an opportunity for handlers to 
handle a sufficient volume of lemons to 
fill the current market demand thereby 
making a greater quantity of lemons 
available to meet such increased demand, 
the regulation should be amended, as 
hereinafter set forth. 

(3) It Is hereby further found that 
it is impracticable and contrary to the 
public Interest to give preliminary no¬ 
tice, engage in public rule-making pro¬ 
cedure. and postpone the effective date 
of this amendment until 30 days after 
publication hereof In the Federal Regis¬ 
ter (5 UJS.C. 553) because the time in¬ 
tervening between the date when infor¬ 
mation upon which this amendment is 
based became available and the time 
when this amendment must become ef¬ 
fective in order to effectuate the declared 
policy of the act Is insufficient, and this 
amendment relieves restriction on the 
handling of lemons grown in California 
and Arizona. 

<b) Order, as amended. Paragraph (b> 
<1> of 5 910.382 (Lemon Regulation 82 
(42 P.R. 12411)) Is hereby amended to 
read as follows: 4 *The quantity of lemons 
grown in California and Arizona which 
may be handled during the period March 
6. 1977 through March 12. 1977. is hereby 
fixed at 230.000 cartons/* 

(Secs. 1-10. 48 Stmt. 31. u amended; (7 UJ3-C. 
601-074).) 

Dated: March 9.1977. 

Charles R. Beadei. 

Deputy Director . Fruit and Veg¬ 
etable Division . Agricultural 
Marketing Service. 

| FR Doc.77-7560 Filed 3-14-77;8 45 mm] 


Title 10—Energy 

CHAPTER II—FEDERAL ENERGY 
ADMINISTRATION 

PART 212—MANDATORY PETROLEUM 
PRICE REGULATIONS 

Amendments to the Refiner Price Regula¬ 
tions—Increased Non-Product Costs 
and Allocation of Increased Costs to Ex¬ 
empt Products; Correction 

In FR Doc. 77-2432 appearing at 5023 
In the Federal Register of Janu¬ 
ary 27. 1977, the following correction is 
made: 


On paze 5028. column 3, at lines 80 and 
83. 5 212.83(c) (2) (ill) (E) is corrected In 
the definitions of •W and by de¬ 
leting the word "increased/* 

Emc J. Fygi, 
Acting General Counsel. 

March 9. 1977. 

I FR Doc.77-7506 Filed 3-10-77;9:16 am| 


Title 12— Banks and Banking 

CHAPTER V—FEDERAL HOME LOAN 
BANK BOARD 

SUBCHAPTER C—FEDERAL SAVINGS AND 
LOAN SYSTEM 

l No. 77-1701 . 

PART 545—OPERATIONS 

SUBCHAPTER D—FEDERAL SAVINGS AND LOAN 
INSURANCE CORPORATION 

PART 563—OPERATIONS 

Liberalizing State Housing Corporation 
Investment 

March 9.1977. 

AGENCY; Federal Home Loan Bank 
Board. 

ACTION: Final rules, 

SUMMARY: By these rules, the Board is 
adding a new paragraph (c) to 5 545 6-25 
of the rules and regulations for the Fed¬ 
eral Savings and Loan System (12 CFR 
Part 545) and to 5 563.9-5 of the rules 
and regulations for Insurance of Ac¬ 
counts (12 CFR Part 563) to allow Fed¬ 
erally-chartered savings and loan asso¬ 
ciations and State-chartered associa¬ 
tions insured by the Federal Savings and 
Loan Corporation to apply to the Board 
for a waiver of the 5 percent of net worth 
limitation on loans and loan commit¬ 
ments which such associations may make 
to state housing corporations. The Board 
anticipates that the effect of this pro¬ 
vision will be greater participation by 
such institutions in innovative programs 
designed to stimulate improved low and 
moderate income housing In their com¬ 
munities. 

EFFECTIVE DATE: March 9. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Harry W. Quillian, Regulations Divi¬ 
sion. Office of the General Counsel. 
Federal Home Loan Bank Board. 
Washington. DC. 20552 <302-376- 

3556). 

SUPPLEMENTARY INFORMATION: 
By companion Resolutions No. 74-312 
and No. 74-313. dated April 17. 1974. the 
Board adopted amendments to Part 545 
of the rules and regulations for the Fed¬ 
eral Savings and Loan System (12 CFR 
Part 545) and to Part 563 of the rules 
and regulations for Insurance of Ac¬ 
counts (12 CFR Part 563) to implement 
sections 5(b) and 5(d) (1) of Pub. L. 93- 
100 (87 Stat. 342; August 16. 1973). 
which authorized the Board to allow and 


ings and loan associations. In Imposing 
restrictions and limitations upon Invest¬ 
ment in state housing corporations, the 
Board considered that the nature of 
their activities could involve higher thnn 
normal risk for associations investing in 
them. 

Since 1973. when such investment was 
first allowed, the Board has observed 
that a number of new State programs 
have evolved which would encourage 
greater lending involvement by thrift In¬ 
stitutions in community low and moder¬ 
ate income housing programs without 
undue investment risk. The Board there¬ 
fore believes it appropriate to accept for 
consideration on a case-by-case basis 
requests of individual Institutions for 
waiver of the 5-pcrcent-of-net-wortli 
limitation in these regulations. 

8ince these amendments relieve re¬ 
striction. and it is in the public interest 
that they become effective without delay, 
the Board hereby finds that notice and 
public procedure with respect to such 
amendments are contrary to the public 
Interest and unnecessary under the pro¬ 
visions of 12 CFR 508.11 and 5 US.C. 
553(b): and since publication of such 
amendments for the period of time 
specified in 12 CFR 508.14 and 5 U.S.C. 
553(d> prior to the effective date of such 
amendments would, in the opinion of the 
Board, likewise be unnecessary for the 
same reasons, the Board hereby provides 
that such amendments shall become ef¬ 
fective as stated below. 

Accordingly, the Board hereby amends 
Parts 545 and 563 by adding thereto new 
(* 545 0-25(c) and 563.9-5(0 to read as 
set forth below, effective March 9. 1977 

1. Add new paragraph (c) to f 545.6- 
25 as follows: 

§513.6—25 Involmrnl in »l«lr liou«ins 
corporation*. 

• • • • • 

(c) The Board will consider, and 
where Justified may approve, on a casc- 
by-case basis, a written request by a 
Federal association for waiver of the 5 
percentum of net worth loan limitation 
in paragraph (a) of this section. 

2. Add new paragraph <c) to $ 563.9-5 
as follows: 

§ 563.9—5 Investment in >l*lr hou*inx 
rorfxination*. 

• • • « * 

(c> The Board will consider, and 
where justified may approve, on a co.se- 
by-ca.se basis, a written request by an 
insured institution for waiver of the 5 
percentum of net worth loan limitation 
in paragraph (a) of this section. 

(Sees. 5. 402, 406, 48 8Ut. 132. 1256. 1357. M 
amended (12 U5.C. 1464. 1725, 1726); R*on? 
Plan No. 3 of 1947. 12 FR 4981, 3 CFR 1943- 
48 Comp. 1071.) 

By the Federal Home Loan Bank 
Board. 


regulate investment in state housing 
corporations by Federally-chartered and 
Federally-insured. State-chartered sav¬ 


J. J. PINR. 
Secretary. 

(FR Doc.77 7467 Filed 3-14-77:8:45 ami 
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SUBCHAPTCR D—RULES AND REGULATIONS 
FOR INSURANCE OF ACCOUNTS 

(No. 77-173J 

PART 563b—CONVERSIONS FROM 
MUTUAL TO STOCK FORM 

Offers for and Sale of Securities of 
Converting Associations 

Summary 

March 9, 1977. 

The following summary of the amend¬ 
ment adopted by this Resolution is pro¬ 
vided for the reader’s convenience and 
is subject to the full explanation In the 
following preamble and to the specific 
provisions of the regulation. 

I, PRESENT SITUATION—TEMPORARY 
9 563b.9 

A. Prohibits exercise of conversion 
Mibscrlption rights pursuant to an agree¬ 
ment or understanding prior to comple¬ 
tion of conversion to transfer such rights 
or the underlying securities to the ac¬ 
count of another. 

B. Prohibits any offer or announce¬ 
ment of an offer for a converting insti¬ 
tution’s conversion securities prior to 
completion of conversion. 

C. Prohibits any offer by any person 
for a converted institution's securities 
after completion of conversion If the 
effect is that such person would be the 
beneficial owner of more than 10 percent 
of any class of the converted institution’s 
stock, unless such offer receives prior 
written approval of the Federal Savings 
and Loan Insurance Corporation. The 
prohibition remains in effect for a period 
of 3 years from the date of completion 
of tiie conversion. 

D. Excepts from such prohibition of¬ 
fers directly to the association or under¬ 
writers acting on its behalf. 

E. Prescribes civil penalties for any 
violation of the regulation Involving per¬ 
sons connected with the association. 

F Prescribes criteria for denial of the 
prior written approval required by the 
regulation. 

O. Expires on April 30. 1977. unless 
extended or made permanent. 

XL NEW ACTION 

A. The expiration date U revoked, and 
the regulation thus made permanent, ex¬ 
cept as later amended or revoked. 

B. Additional exceptions are provided, 
but the regulation otherwise remains 
unchanged. 

III. REASON8 FOR THE REGULATION 

A. To clarify the meaning of existing 
Board regulations prohibiting transfer of 
subscription rights. 

B. To protect the Integrity of the 
Boaird’s conversion process and lessen 
the vulnerability of newly converted 
institutions to attempts to take unfair 
advantage of the results of conversion. 

By Resolution No. 76-848 of Novem¬ 
ber 10. 1976. the Federal Home Loan 
Lank Board adopted a new 5 503b.9 to 
conversion regulations (12 CFR Part 
563b) to clarify that certain actions re¬ 
lating to transfer of subscription rights 
ui insured institutions converting from 


mutual to stock form are prohibited by 
those regulations and for other purposes 
described in the preamble of that Reso¬ 
lution. The new amendments, published 
in the Federal Register on November 16, 
1976, were adopted as temporary regula¬ 
tions effective on that date to expire on 
April 30, 1977, unless extended or made 
permanent. Interested persons were in¬ 
vited to submit written data, views, and 
arguments to the Office of the Secretary 
of the Federal Home Loan Bank Board 
by December 17. 1976. as to whether the 
amendments should be modified, made 
permanent, or revoked. 

On the basis of its consideration of 
all relevant material presented by in¬ 
terested persons and otherwise available 
to It, the Board deems it advisable to 
modify 9 663b 9 as described below and 
to revoke the April 30. 1977, expiration 
date, thus making the regulation per¬ 
manent unless it is later amended or re¬ 
voked by the Board. 

The prohibitions clarified or estab¬ 
lished by 9 563b.9 are stated In para¬ 
graphs <b). <c). and <d> thereof. Their 
scope and effect were explained in the 
preamble to Board Resolution No. 76- 
848 as follows: 

Paragraph (b» applies to transfer of 
subscription rights or the underlying se¬ 
curities during a conversion and clarifies 
tha prohibition already inherent in 
9 563b 3 -of the existing regulations. It 
prohibits, prior to completion of a con¬ 
version, any agreement or understand¬ 
ing of any kind to transfer the legal or 
beneficial ownership of conversion se¬ 
curities to the account of another. The 
proliibition is not Intended to prohibit 
any hypothecation of securities validly 
purchased. 

Paragraph (c) prohibits any offer for a 
converting or converted association’s se¬ 
curities prior to completion of the con¬ 
version. It also prohibits an announce¬ 
ment of intent to make such an offer, be¬ 
cause such an announcement would cre¬ 
ate an atmosphere calculated to induce 
the exercise of subscription rights for the 
account of the offerors. As with para¬ 
graph <b). this prohibition fa intended 
to clarify the existing regulatory provi¬ 
sions (9 562b.3>. 

Paragraph <d) fa new. It prohibits, 
without prior written approval of the 
Federal Savings and Loan Insurance 
Corporation, any offer or announcement 
of an offer for any equity security of a 
converted association if the effect of con¬ 
summation would be that the offeror 
would hold more than 10 percent of such 
class of security. The prohibition fa ap¬ 
plicable for a period of three years fol¬ 
lowing the date of completion of the con¬ 
version. The language as to equity secu¬ 
rity and 10 percent beneficial owner is 
modeled after language in the Securities 
Exchange Act (15 U. 8 .C. 78m) and fa 
intended to have a similar meaning. 

These prohibitory provisions are made 
permanent without modif .tion by the 
Board's present action, as are the defini¬ 
tions in paragraph (a), the criteria in 
paragraph (f) for denial of applications 
made under paragraph (d), and the pro¬ 
visions in paragraph (g) for penalties 


for willful violations of 9 563b.9. Para¬ 
graph <e) is modified to Include three 
categories of exceptions from the pro¬ 
hibitions of § 563b 9 as follows: 

The exception in paragraph (e)(l» fa 
new. and reflects the Board’s experience 
that certain agreements may be neces¬ 
sary to effect private distribution, under 
9 563b.3(d) (4). of stock not taken down 
by account holders and other members 
with subscription rights In a converting 
institution, and by management under 
the management set aside provision. 
Paragraph (e) ( 1 ) will permit such agree¬ 
ments with prior written approve! of the 
Corporation. 

Paragraph (e) ( 2 ) is the same as para¬ 
graph <e) of the temporary regulation. 
It provides an exception from para¬ 
graphs (c) and <d> for any offer made 
exclusively to the association or under¬ 
writers or selling group acting on its 
behalf. 

Paragraph <e) (3) contains a limited 
exception from the prohibition of para¬ 
graph (d>. Paragraph (e)(3) fa modeled 
after section 13(d)(8) of the Securities 
Exchange Act of 1934. but unlike that 
Act. which excepts acquisitions not ex¬ 
ceeding two percent per year, subpara¬ 
graph (e)(3) only excepts offers which 
would if consummated effect acquisition 
by a person of not more than one percent 
of any class of equity security of a con¬ 
verting institution. However, the pro¬ 
hibition of paragraph (d> would apply, 
even to an annual acquisition of one per¬ 
cent or less, if such prohibition fa made 
applicable by prior advice in writing by 
the Corporation. 

As hereby made permanent, 9 563b.9 
will. In the Board's view, protect the in¬ 
tegrity of the Board's conversion process 
and lessen the vulnerability of newly 
converted institutions to attempts to take 
unfair advantage of the results of con¬ 
version. 

Accordingly, the Board hereby makes 
permanent said 9 563b.9 by revoking 
paragraph (h) thereof and amends para¬ 
graph (e> thereof to read as set forth 
below, effective April 29, 1977. 

§ 563b.9 Offer* for and of trrtirL 
lir* of ron><*rted a**oeLattnn«. 


(e> Exceptions. • • • 
d) Paragraphs (bi and (c) of this 
section shall not apply to a transfer, 
agreement or understanding to transfer, 
offer, or announcement of an offer or 
intent to make an offer which (i> per¬ 
tains only to securities to be purchased 
pursuant to 9 563b.3<d> (3) or ( 4 c and 
<il> has prior written approval of the 
Corporation. 

(2) Paragraphs <c) and <d) of this 
section shall not apply to any offer made 
exclusively to the association or under¬ 
writers or selling group acting on its be¬ 
half. 

(3) Unless made applicable by the Cor¬ 
poration by prior advice in writing, the # 
prohibition contained in paragraph (d) 
of this section shall not apply to any 
offer or announcement of an offer which 
If consummated would result in acquisi¬ 
tion by a person, together with all other 


FEOESAt REGISTER VOL 47. NO. 50—TUESOAY. MARCH 15, 1977 





11086 


RULES AND REGULATIONS 


acquisitions by such person of the same 
class of securities during the preceding 
12-month period, of more than one per¬ 
cent of the same class of securities. 


(h) I Revoked 1 
Effective April 29, 1977. 

(See. 105, Pub. L. 03-495. October 28. 1974; 
aec* 402, 403, 407, 48 Stat. 1256, 1257. 1250. 
as amended: 12 U-8.C. 1725. 1725. 1730: sec. 
5, 48 Stat. 132, M amended; (12 UJB.C. 1454). 
Root* Plan No. 3 of 1947, 12 PR 4981. 8 CFR, 
1943-48 Comp., p. 1071.) 


By the Federal Home Loan Bank 
Board. * 


J. J. Finn, 


Secretary . 


(FR Doc.77-7685 Filed 3-14-77:8:45 araj 


charge rates effective March 7. 1977, to 
Increase the long-range Category B and 
Category A rate from 1.95 to 2.72 percent. 

In view of the continuing need for a 
fuel surcharge to the minimum rates set 
forth in Part 288, we And good cause 
exists to make the within amendments 
effective on less than thirty (30) days* 
notice. 

In consideration of the foregoing, the 
Board hereby amends Part 288 of its 
Economic Regulations (14 CFR Part 288) 
effective March 7. 1977, as follows: 

1. Amend 1288.7(a)(2) by amending 
the third proviso following the tabic to 
read as follows: 

§ 288.7 RfftMWtbVc level of compeium- 
lion. 

• • • • • 


Title 14—Aeronautics and Space 

CHAPTER I—FEDERAL AVIATION ADMIN¬ 
ISTRATION. DEPARTMENT OF TRANS¬ 
PORTATION 

lAlrapac* Docket No. 77 WA-1) 

PART 73—SPECIAL USE AIRSPACE 

Designation of Prohibited Area 

Correction 

In FR Doc. 77-6233. appearing on page 
11826 in the issue for Tuesday, 
March 1. 1977, the third line under the 
paragraph headed "P-77 Plains. Ga. M 
should read. “32*02'00" N., longitude 
84*23'38"W.; tO°. 

CHAPTER II—CIVIL AERONAUTICS 
BOARD 

SUBCHAPTER A—ECONOMIC REGULATIONS 

(Regulation ER 980. Arndt. 68] 

PART 288—EXEMPTION OF AIR CAR 

RIERS FOR MILITARY TRANSPORTATION 

Increase in Level of Compensation 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D.C.. 
March 7. 1977. 

In accordance with established pro¬ 
cedure and methodology, the Board has 
completed its monthly review of fuel 
prices reported on C.A.B. Form 41, 
Schedule P-12<a) for foreign and over¬ 
seas MAC air transportation services for 
the month of January 1977, and is herein 
amending the surcharge provisions in 
Part 288 of Its Economic Regulations (14 
CFR.Part 288) applicable to the rates 
established for those services.* The basis 
for issuing this surcharge amendment Is 
the increase in average fuel price for the 
participating MAC carriers by 1.23 cents 
per gallon—from 39.35 cents per gallon 
reflected in the currently-effective fuel 
surcharge rate * to the currently reported 
average price of 40.58 cents per gallon. 

The Appendix 1 sets forth the results of 
the surcharge rate computation for the 
reported fuel price changes for commer¬ 
cial and military fuels consumed in mili¬ 
tary charter service for the month of 
January 1977, as reported on Schedule 
P-12(a): and the rate impact for the 
changes In current average fuel prices 
from those reflected Jn the base rates. 
Accordingly, we will revise the fuel sur¬ 


(a> • • • 

<2) • • * Provided , however. That 
effective March 7, 1977, the total mini¬ 
mum compensation pursuant to the rates 
set forth in paragraph (a) (1 > of this sec¬ 
tion for (L) services performed with reg¬ 
ular Jet. wide-bodied Jet. and DC-8 P-61/ 
63 aircraft, (U) Pacific interisland serv¬ 
ices performed with B-727 aircraft, and 
(Hi) all other services performed with 
B-727 aircraft shall be increased by sur¬ 
charges of 2.72 percent. 3.57 percent, 
and 3.57 percent, respectively.* 
b. By amending the proviso to para¬ 
graph (d> (1) and (2) of this section 
to read as follows: 

§ 288.7 Rcaftovutble level of compensa¬ 
tion. 


(d) For Category A transportation 

• • • 

( 2 > • • • 

Provided, That effective March 7.1977, 
the total minimum compensation pur¬ 
suant to the rates specified in paragraphs 
(d)(1) and (2) of this section shall be 
increased by a surcharge of 2.72 percent. 

• i t • • 

(Sees. 204. 403 unit 415 of the Federal Avia¬ 
tion Act of 1958, ai amended: 72 Stat. 743. 
768 and 771. oe amended; 49 USC 1324. 1373 
and 1386.) 

Effective: March 7. 1977. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary. 

(FR Doc.77'7585 Piled 3-11-77;8:46 am) 

Title 18— Conservation of Power and 
Water Resources 

CHAPTER II—TENNESSEE VALLEY 
AUTHORITY 

PART 301— PROCEDURES 

Government in the Sunshine Act 
Regulations 

AGENCY: Tennessee Valley Authority 
(TVA). 

ACTION: Final regulations. 

SUMMARY: As required by the Gov¬ 
ernment in the Sunshine Act. these reg- 


1 ER-962, effective July 27. 1976. 

■ ER-981. effective January II, 1977. 

• Appendix filed as part of the original. 

FEDERAL 


* The surcharge provision* for services per¬ 
formed with B 727 aircraft wilt be applied 
to all other common-rated aircraft types. 
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illations require all meetings of the TVA 
Board of Directors to be open to public 
observation, except in certain specified 
instances when the Board by recorded 
vote may decide to close a meeting. TVA 
shall make public announcement of each 
Board meeting at least one week in ad¬ 
vance. unless TVA business requires 
otherwise. 

EFFECTIVE DATE: March 12, 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

John Van Mol. Director of Informa¬ 
tion, Tennessee Valley Authority, 
Room E12A4 Knoxville Office Complex. 
400 Commerce Avenue. Knoxville, Ten¬ 
nessee 37902. (615-632-3257). Infor¬ 
mation is also available at TVA* 
Washington Office. (202-343-4537). 

SUPPLEMENTARY INFORMATION: 
On January 26.1977, there was published 
in the Flderal Re gutter (42 FR 4859) 
the TVA Board of Directors* notice that 
it proposed to amend 18 CFR Part 30 i 
by adding a new Subpart C, entitled 
“Government in the Sunshine Act,’* to 
implement the requirements of that act 
with respect to TVA. 

In accordance with the Government 
in the Sunshine Act and TVA*s practice 
over the past two years, TVA proposed 
tliAt all meetings of the TVA Board be 
open to public observation, except in cer¬ 
tain specified instances when the Board 
by recorded vote may decide to close a 
meeting. TVA proposed to make public 
announcement, at least one week in ad¬ 
vance. of the time, place, and subject 
matter of each Board meeting, unless 
the Board determines that TVA business 
requires otherwise. If the meeting, or any 
portion thereof, is to be closed to the 
public, that fact will also be announced. 

As required by the Government in the 
Sunshine Act. TVA has allowed at least 
30 days for written comments by any 
person on the proposed regulations. One 
letter of comment was received and has 
been given due consideration. 

As a result of the comment received, 
the first word “For“ in 1 301.45(d) is 
deleted and the words “Prior to** are 
inserted in its place. This change makes 
it clear that the General Counsel* cer¬ 
tification stating whether, in his or her 
opinion, a meeting may be closed, is to 
be made prior to the meeting. 

The comment received also suggested 
that f 301.46(1) (D and the language at 
the beginning of § 301.46 be revised 
However, those two sections are substan¬ 
tially the same as comparable sections 
of the act and a change would not add 
anything to them. Of course, in any 
particular instance, TVA will not rely 
on any provision which Is not applicable. 

Accordingly, with the change men¬ 
tioned above, the proposed regulations 
are adopted as set out below, effective as 
of March 12. 1977. 

Notv. — TVA ho* determined that tht* doc¬ 
ument does not contain a major propooal re- 
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quiring preparation of an Economic Impact 
Statement under Executive Order 11049 and 
OMB Circular A-107. 

Dated: March 3, 1977. 

LYNJf Skkbsji, 
General Manager. 

18 CPR Part 301 Is amended by adding 
a new Subpart C to read as follows: 

Subpart C—Government In the Sunshine Act 

Sec. 

301.41 Purpose and scope. 

30143 Definition*. 

30143 Open meetings. 

301.44 Notice of meetings. 

301 45 Procedure for cloeing meeting*. 

301.40 Criteria for dotting meeting*. 

301 47 Transcripts of closed meeting*. 

301 40 Public availability of transcripts and 
other document*. 

Authority: Sec. 3(a). Pub. L. No. 94-409, 
90 Slot, 1241 (5 US C 552b). and 48 8tat. 58. 
at amended (10 US C. 831-831dd). 

Subpart C—Government in the Sunshine 
Act 

§ 301.41 PurjMwtc and scope. 

(a) The provisions of this Subpart are 
Intended to implement the require¬ 
ments of section 3(a) of the Government 
In the Sunshine Act. 5 U.S.C. 552b, con¬ 
sistent with the purposes and provisions 
of the Tennessee Valley Authority Act 
of 1933. 16 U.S.C. 831-831dd. 

(b) Nothing in this subpart expands 
or limits the present rights of any per¬ 
son under the Freedom of Information 
Act (5 U.S.C. 552) and the provisions of 
Subpart A of this part, except that the 
exemptions set forth in 1 301.48 shall 
govern in the case of any request made 
pursuant to the Freedom of Information 
Act and Subpart A to copy or Inspect 
the transcripts, recordings, or minutes 
described In * 301.47. 

(c) Nothing in this subpart authorizes 
TV A to withhold from any Individual 
any record, including transcripts, re¬ 
cordings. or minutes required by this 
Subpart, which is otherwise accessible to 
such individual under the Privacy Act 
<5 U.S.C. 552a) and the provisions of 
Subpart B. 

(d) The requirements of Chapter 33 
of Title 44 of the United States Code 
shall not apply to the transcripts, re¬ 
cordings, and minutes described in 
8 301.47. 

§ 301.42 Definition*. 

For the purposes of this Subpart: 

(a) The term “Board** means the 
Board of Directors of the Tennessee Val¬ 
ley Authority: 

<b> The term “meeting*' means the 
deliberations of two or more members of 
the TV A Board where such deliberations 
determine or result in the Joint conduct 
or disposition of official TV A business, 
but the term does not include delibera¬ 
tions required or permitted by § 301.44 or 
130145; 

(c) The term “member" means an In¬ 
dividual who Is a member of the TV A 

Board; and 

<d) The term “TVA“ means the Ten¬ 
nessee Valley Authority. 


RULES AND REGULATIONS 

§ 301.13 Open ntrflinit«. 

Members shall not Jointly conduct or 
dispose of TV A business other than In 
accordance with this Subpart. Except as 
provided in 9 301.46, every portion of 
every meeting of the agency shall be 
open to public observation, and TV A 
shall provide suitable facilities therefor, 
but participation In the deliberations at 
such meetings shall be limited to mem¬ 
bers and certain TV A personnel. Public 
observation does not include the record¬ 
ing of any deliberations or actions by 
means of electronic or other devices or 
cameras. 

§ 301.41 Notice of miTllnp. 

(a) TV A shall make a public an¬ 
nouncement of the time, place, and sub¬ 
ject matter of each meeting, whether it 
is to be open or closed to the public, and 
the name and telephone number of a 
TV A official who can respond to requests 
for information about the meeting. 

(b) Such public announcement shall 
be made at least one week before the 
meeting unless two or more members 
determine by a recorded vote that TV A 
business requires that such meeting be 
called at an earlier date. If an earlier 
date is so established. TV A shall make 
such public announcement at the earliest 
practicable time. 

<c> Following a public announcement 
required by paragraph (a) of this sec¬ 
tion, the time or place of the meeting 
may be changed only If TV A publicly 
announces the change at the earliest 
practicable time. The subject matter of 
a meeting or the determination to open 
or close a meeting or portion of a meet¬ 
ing to the public may be changed fol¬ 
lowing the public announcement re¬ 
quired by paragraph (a) of this section 
only if two or more members determine 
by a recorded vote that TV A business 
so requires and that no earlier announce¬ 
ment of the change was possible and if 
TV A publicly announces such change and 
the vote of each member upon such 
change at the earliest practicable time. 

(d) Immediately following each pub¬ 
lic announcement required by this sec¬ 
tion, notice of the time, place, and sub¬ 
ject matter of a meeting, whether the 
meeting Is open or closed, any change in 
one of the preceding, and the name and 
phone number of the TV A official desig¬ 
nated to respond to requests for infor¬ 
mation about the meeting shall be sub¬ 
mitted for publication In the Federal 
Register. 

§301.45 I’rocccIurr for closing niffl* 

tag*. 

(a) Action under 9 301.46 to close a 
meeting shall be taken only when two 
or more members vote to take such ac¬ 
tion. A separate vote shall be taken with 
respect to each meeting a portion or 
portions of which are proposed to be 
closed to the public pursuant to 9 30146 
or with respect to any information which 
Is proposed to be withheld under 9 30146. 
A single vote may be taken with respect 
to a series of meetings, a portion or por¬ 
tions of which are proposed to be closed 
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to the public, or with respect to any in¬ 
formation concerning such series of 
meetings, so long as each meeting in such 
series involves the same particular mat¬ 
ters and is scheduled to be held no more 
than 30 days after the initial meeting 
in such series. The vote of each member 
participating in such vote shall be re¬ 
corded and no proxies shall be allowed. 

(b) Notwithstanding that the mem¬ 
bers may have already voted not to close 
a meeting, whenever any person whose 
Interests may be directly affected by a 
portion of a meeting requests that the 
agency close such portion to the public 
for any of the reasons referred to in 
paragraphs (e). (f). or (g) of 9 30146. 
the Board, upon request of any one of 
its members made prior to the com¬ 
mencement of such portion, shall vote 
by recorded vote whether to close such 
portion of the meeting. 

(c) Within one day of any vote taken 
pursuant to this section, TV A shall make 
publicly available In accordance with 
9 30148 a written copy of such vote re¬ 
flecting the vote of each member on the 
question. If a portion of a meeting Is to 
be closed to the public. TVA shall, within 
one day of the vote taken pursuant to 
this section, make publicly available in 
accordance with 9 30148 a full written 
explanation of this action closing the 
portion together with a list of all persons 
expected to attend the meeting and their 
affiliation. 

<d) Prior to every meeting closed pur¬ 
suant to 9 30146. there shall be a cer¬ 
tification by the General Counsel of TVA 
stating whether, in his or her opinion, 
the meeting may be closed to the public 
and each relevant exemptlve provision. 
A copy of such certification shall bo 
retained by TVA and shall be made 
publicly available In accordance with 
9 30148. 

§301.16 Criteria for rIo*tng meeting*. 

Except in a case where the Board finds 
that the public Interest requires other¬ 
wise. the second sentence of 9 30143 shall 
not apply to any portion of a meeting and 
such portion may be closed to the public, 
and the requirements of 9 30144 and 
9 30145 (a), (b). and (c) shall not apply 
to any Information pertaining to such 
meeting otherwise required by this sub- 
part to be disclosed to the public, where 
the Board properly determines that such 
portion or portions of Its meeting or the 
disclosure of such information is likely 
lc— 

(a) Disclose matters that are (1) spe¬ 
cifically authorized under criteria estab¬ 
lished by an Executive order to be kept 
secret In the Interests of national defense 
or foreign policy and (2) In fact properly 
classified pursuant to such Executive 
order; 

(b) Relate solely to the Internal per¬ 
sonnel rules and practices of an agency; 

(c) Disclose matters specifically ex¬ 
empted from disclosure by statute (other 
than 5 UB.C. 9 552), provided that such 
statute (1) requires that the matters be 
withheld from the public in such a man¬ 
ner as to leave no discretion on the issue, 
or (2) establishes particular criteria for 
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withholding or refers to particular types 
of matters to be withheld; 

<d> Disclose trade secrets and com¬ 
mercial or financial Information obtained 
from a person and privileged or confi¬ 
dential; 

(e) Involve accusing any person of a 
crime, or formally censuring any per¬ 
son: 

(f) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy; 

<g) Disclose investigatory records com¬ 
piled for law enforcement purposes, or 
information which if written would be 
contained in such records, but only to the 
extent that the production of such rec¬ 
ords or information would (1) interfere 
with enforcement proceedings, (2) de¬ 
prive a person of a right to a fair trial 
or an impartial adjudication. <3> consti¬ 
tute an unwarranted invasion of per¬ 
sonal privacy, <4> disclose the identity of 
a confidential source and. in the case of 
a record compiled by a criminal law en¬ 
forcement authority in the course of a 
criminal Investigation, or by an agency 
conducting a lawful national security in¬ 
telligence Investigation, confidential in¬ 
formation furnished only by the confi¬ 
dential source. (5) disclose investigative 
techniques and procedures, or <6> en¬ 
danger the life or physical safety of law 
enforcement personnel: 

<h) Disclose Information contained in 
or related to examination, operating, or 
condition reports prepared by, on behalf 
of, or for the use of any agency respon¬ 
sible for the regulation or supervision of 
financial Institutions: 

it) Disclose Information the premature 
disclosure of which would— 

tl) In the case of any agency which 
regulates currencies, securities, commod¬ 
ities, or financial institutions, be likely to 
(i) lead to significant financial specula¬ 
tion in currencies, securities, or commod¬ 
ities, or <ii> significantly endanger the 
stability of any financial institution: or 
(2) In the case of any agency, be 
likely to significantly frustrate imple¬ 
mentation of a proposed agency action, 
except that this provision shall not apply 
in any instance where the agency has al¬ 
ready disclosed to the public the content 
or nature of its proposed action, or 
where the agency is required by law to 
make such disclosure on Its own Initiative 
prior to taking final action on such pro¬ 
posal: or 

(j) Specifically concern an agency's 
issuance of a subpena. or its participation 
in a civil action or proceeding, an action 
In a foreign court or international tri¬ 
bunal, or an arbitration, or the initiation, 
conduct, or disposition by an agency of 
a particular case of formal agency ad¬ 
judication pursuant to the procedures 
in 5 U.S.C. 554 or otherwise Involving a 
determination on the record after oppor¬ 
tunity for a hearing. 

§301*47 Transcripts of rlo*ed meet¬ 
ings. 

(a) For every meeting closed pursuant 
to § 301.46, the presiding officer of the 


meeting shall prepare a statement setting 
Torth the time and place of the meeting, 
and the persons present, and such state¬ 
ment shall be retained by TV A. 

(b) TV A shall maintain a complete 
transcript or electronic recording ade¬ 
quate to record fully the proceedings of 
each meeting, or portion of a meeting, 
closed to the public, except that in the 
case of a meeting, or portion of a meet¬ 
ing. closed to the public pursuant to 
paragraphs <h), <1) <1). or (j) of § 301.46, 
TV A shall maintain either such a tran¬ 
script or recording, or a set of minutes. 
Such minutes shall fully and clearly de¬ 
scribe all matters discussed and shall 
provide a full and accurate summary of 
any actions taken, and the reasons there¬ 
for, including a description of each of 
the views expressed on any item and the 
record of any rollcall vote < reflecting the 
vote of eAch member on the question). 
All documents considered in connection 
with any action shall be identified in 
such minutes. 

(c) TV A shall maintain a complete 
verbatim copy of the transcript, a com¬ 
plete copy of the minutes, or a complete 
electronic recording of each meeting, or 
portion of a meeting, closed to the pub¬ 
lic. for a period of at least two years 
after such meeting, or until one year 
after the conclusion of any TV A proceed¬ 
ing with respect to which the meeting 
or portion was held, whichever occurs 
later. 

§ 30MB I’tibli** availability **f tran- 
•rripl* and olltrr document*. 

(a) Public announcements of meetings 
made pursuant to f 301.44, written copies 
of votes to change the subject matter 
of meetings made pursuant to $ 301.44(c), 
written copies of votes to close meetings 
and explanations of such closings made 
pursuant to 1301.45(c). and certifica¬ 
tions of the Oeneral Counsel made pur¬ 
suant to $ 30l.45<d • shall be available 
for public inspection during regular busi¬ 
ness hours in the TV A Technical Library* 
room E2B7, 400 Commerce Avenue. 
Knoxville. Tennessee. 

(b) TV A shall make promptly avail¬ 
able to the public at the location de¬ 
scribed in paragraph (a) of this sec¬ 
tion the transcript, electronic record¬ 
ing, or minutes (as required by f 301.47 
<b)) of the discussion of any item on 
the agenda, or of any item of the testi¬ 
mony of any witness received at the 
meeting, except for such item or items 
of such discussion or testimony as TV A 
determines to contain information which 
may be withheld under §301.46. Each 
request for such material shall be made 
to the Director of Information, Tennes¬ 
see Valley Authority, Knoxville. Tennes¬ 
see 37902; state that It Is a request for 
records pursuant to the Government in 
the Sunshine Act and this Subpart; and 
reasonably describe the discussion or 
item of testimony, and the date of the 
meeting, with sufficient specificity to 
permit TV A to identify the item re¬ 
quested. 


(c) In the event the person making 
a request under paragraph (b) of this 
section has reason to believe that all 
transcripts, electronic recordings, or 
minutes or portions thereof requested 
by that person and required to be made 
available under paragraph (b) of this 
section were not made available, the 
person shall make a written request to 
the Director of Information for such ad¬ 
ditional transcripts, electronic record¬ 
ings. or minutes or portions thereof as 
that person believes should have been 
made available under paragraph <b) of 
this section and shall set forth in the 
request the reasons why such additional 
material is required to be made avail¬ 
able with sufficient particularity for the 
Director of Information to determine 
the validity of such request. Promptly 
after a request pursuant to this para¬ 
graph is received, the Director of Infor¬ 
mation or his designee shall make a de¬ 
termination as to whether to comply 
with the request, and shall immediately 
give written notice of the determination 
to the person making the request. If the 
determination is to deny the request, the 
notice to the person making the re¬ 
quest shall include a statement of the 
reasons for the denial, a notice of the 
right of the person making the request 
to appeal the denial to TVA's General 
Manager, and the time limits therefor. 

<d> If the determination pursuant to 
paragraph (c) of this section is to deny 
the request, the person making the re¬ 
quest may appeal such denial to TV.Vs 
General Manager. Such an appeal must 
be taken within 30 days after the per¬ 
son's receipt of the determination by the 
Director of Information and Ls taken by 
delivering a written notice of appeal to 
the General Manager, Tennessee Valley 
Authority, Knoxville, Tennessee 37902 
Such notice shall Include a statement 
that it is an appeal from a denial of a 
request under { 301.48(c) and the Gov¬ 
ernment in the Sunshine Act and shall 
indicate the date on which the denial 
was issued and the date on which the 
denial was received by the person mak¬ 
ing the request. Promptly after such an 
appeal is received, TVA's General Man¬ 
ager or his designee shall make a final 
determination on the appeal. In making 
such a determination. TV A will consider 
whether or not to waive the provlsioas of 
any exemption contained In § 301.46. 
TV A shall immediately give written no¬ 
tice of the final determination to the per¬ 
son making the request. If the final 
determination on the appeal is to deny 
the request, the notice to the person 
making the request shall include a state¬ 
ment of the reasons for the denial and a 
notice of the person's right to Judicial 
review of the denial. 

<e) Copies of materials available for 
public inspection under this section shall 
be furnished to any person at the actual 
cost of duplication or transcription. 

| FR Doc 77-7546 Filed 3-14-77;8:45 ami 
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Title 19—Customs Duties 

CHAPTER I—UNITED STATES CUSTOMS 

SERVICE, DEPARTMENT OF THE TREAS¬ 
URY 

|T.D. 77-871 

PART 159—LIQUIDATION OF DUTIES 

Cotton Yam From Brazil; Countervailing 
Duties 

AGENCY; United States Customs Serv¬ 
ice. Department of the Treasury. 

ACTION: Final Countervailing Duty 

Order. 

SUMMARY: This notice Is to advLse the 
public that an Investigation has been 
completed which determined that the 
Government of Brazil has given subsi¬ 
dies considered to be bounties or grants 
within the law to manufacturers who ex¬ 
port cotton yarn to the United States. 
Consequently, additional duties in the 
amount of these subsidies will be col¬ 
lected along with regular Customs duties 
on shipments of cotton yarn from Brazil. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Edward F. Haley, Duty Assessment Di¬ 
vision. U.8. Customs Service, 1301 Con¬ 
stitution Avenue, Washington. D.C. 

20229 (202-566-5492). 

S l* PPLEMENTAR Y INFORMATION: 
On September 14. 1976, a "Preliminary 
Countervailing Duty Determination" was 
published in the Federal Recxster (41 
FR. 39053). The notice stated that it 
preliminarily had been determined that 
benefits had been received by the Bra¬ 
zilian manufacturers/exporters of cotton 
yarn which may constitute bounties or 
grants within the meaning of section 303 
of the Tariff Act of 1930, as amended 1 19 
U.S.C. 1303) (referred to in this notice as 
"the Act"). 

The cotton yarn is provided for in the 
Tariff Schedules of the United States 
under item numbers 300.60 through 

302 . 98 . 

The notice stated that the programs 
under which these benefits were con¬ 
ferred included the granting to manu¬ 
facturers/exporters of tax credits upon 
export, income tax reductions, and pref¬ 
erential financing: one other program 
concerning alleged regional incentives 
was being investigated which could con¬ 
stitute a bounty or grant within the 
meaning of the Act. Programs prelimi¬ 
narily determined not to be bounties or 
grants within the meaning of the Act in¬ 
cluded the exemption from certain in¬ 
direct taxes upon exportation of the cot¬ 
ton yam under consideration and the ex¬ 
emption from import duties and certain 
indirect taxes upon the importation of 
raw materials used in the production of 
cotton yam to be exported. The notice 
provided interested parties 30 days from 
the -date of publication to submit rele¬ 
vant data, views, or arguments, in writ¬ 
ing. with respect to the preliminary de¬ 
termination. 

After consideration of all information 
received, It is determined that exports of 
cotton yam from Brazil are subject to 
bounties or grants within the meaning of 


section 303 of the Act. All conclusions 
reached In the preliminary determina¬ 
tion remain unchanged and are adopted 
in this final determination. With respect 
to alleged regional incentives, cotton 
yam exporters have not benefitted from 
these incentives available under Brazil¬ 
ian Decree Law No. 1426. 

In accordance with section 303 of the 
Act, the amount of such bounties or 
grants has been estimated and declared 
to be 21.4 percent of the f.o.b. or ex-works 
price for export to the United States of 
cotton yarn from Brazil. 

Effective on or after March 15, 1977. 
and until further notice, upon the entry 
for consumption or withdrawal from 
warehouse for consumption of such duti¬ 
able cotton yarn imported directly or in¬ 
directly from Brazil which benefit from 
these bounties or grants, there shall be 
collected, in addition to any other duties 
estimated or determined to be due. 
countervailing duties in the amount as¬ 
certained in accordance with the above 
declaration. To the extent that it can be 
established to the satisfaction of the 
Commissioner of Customs that imports 
of cotton yam from Brazil are subject to 
a bounty or grant smaller than the 
amount which otherwise would be appli¬ 
cable under the above declaration, the 
smaller amount so established shall be 
assessed and collected. 

To be eligible to establish that a partic¬ 
ular firm receives a bounty or grant 
smaller than that estimated in the above 
declaration, such firm or any importer 
of cotton yam produced by such firm 
must request, on or before April 14, 1977. 
that liquidation of all entries for con¬ 
sumption or withdrawal from warehouse 
for consumption of such dutiable cotton 
yam from Brazil be suspended pending 
declarations of the net amounts of the 
bounties or grants paid. Only pursuant to 
such a request will liquidation be sus¬ 
pended. 

Any merchandise subject to the terms 
of this order shall be deemed to have 
benefitted from a bounty or grant if such 
bounty or grant has been or will be 
credited or bestowed, directly or in¬ 
directly. upon the manufacture, produc¬ 
tion. or exportation of cotton yam manu¬ 
factured in Brazil. 

The table in $ 159.47(f) of the Cus¬ 
toms Regulations (19 CFR 159.47(f)) is 
amended by inserting after the last en¬ 
try for Brazil the words "Cotton Yarn.”’ 
in the column headed "Commodity." the 
number of this Treasury decision in the 
column headed "Treasury Decision." and 
the words "Bounty Declared-Rate" in the 
column headed "Action." 

(R. 8 251. M amended, sees. 303. 624. 46 8tat. 
087. aa amended. 759 (19 U-8.C. 66. 1303. 
1624) ) 

Vernon D. Acres. 

Commissioner of Customs. 

Approved: March 10. 1977. 

John H. Harper. 

Assistant Secretary of the 
Treasury. 

|FR Doc.77-7592 Filed 3-14-77:8:45 ami 


Title 21—Food and Drugs 

CHARTER I—FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 

EDUCATION. AND WELFARE 

| Docket No. 76N 0501 ] 

RECODIF1CATION AND EDITORIAL 
AMENDMENTS 

The Food and Drug Administration Ls 
in the process of recodifying all of 
Chapter I of Title 21 of the Code of 
Federal Regulations, for the purposes 
of providing orderly development of such 
regulations, furnishing ample room for 
expansion in the years ahead, and pro¬ 
viding the public and affected industries 
with regulations that are easy to find, 
read and understand. 

The fifteenth in a scries of recodiflea- 
Uon documents, which reorganises and 
recodifies general regulations applicable 
to human food formerly under Subchap¬ 
ter A into the new ly organized Subchap¬ 
ter B, is published elsewhere in this issue 
of the Federal Register. 

To provide uniformity and continuity 
during the recodification, the Commis¬ 
sioner concludes that the cross-refer¬ 
ences to the recodified material should 
be amended at this time. 

Due to the complexity and volume of 
cross-references involved In the modi¬ 
fication of these regulations. If necessary, 
supplemental documents will be issued 
at a later date. 

Therefore, Chapter I of Title 21 of the 
Code of Federal Regulations is amended 
as follows: 

PART 1—REGULATIONS FOR THE EN¬ 
FORCEMENT OF THE FEDERAL FOOD. 

DRUG. AND COSMETIC ACT AND THE 

FAIR PACKAGING AND LABELING ACT 

1. Section 1.1 is amended by revising 
paragraph (c> to read as follows; 

§1.1 < General. 


(c> The definition of '•package" In 
9 1.1b and of "principal display panel" in 
i! 101.1, 201.60. 501.1, 701.10 and 801.60 
of this chapter; and the requirements 
pertaining to uniform location, lack of 
qualification, and separation of the net 
quantity declaration in 19 101.105(f), 
201.62< e>, 501.105(f). 701. 12<l) and 

801.62te) of this chapter to type size 
requirements for net quantity declara¬ 
tion in 99 101.105(1). 201.62(h). 501.105 
(i). 701.13U) and 801.62(h) of this chap¬ 
ter, to initial statement of ounces In the 
dual declaration of net quantity in 
99 101.105 (J) and <m). 201.62 (i) and 
(k>. 501.105 (j) and (m), 701.13 (J) and 
(m> and 801.62 (|> and (k) of this chap¬ 
ter. to initial statement of inches in 
declaration of net quantity in §1201.62 
(m>. 701.13(0) and 801.62(m) of this 
chapter, to initial statement of square 
Inches in declaration of net quantity in 
99 201.62(n), 701.13(p) and 801.62(n) of 
this chapter, to prohibition of certain 
supplemental net quantity statements In 
99 101.105(0), 201.62(0), 501.105(0), 

701.13'q) and 801.62(o) of this chapter, 
and to servings representations in 
99 101.8 and 501.3 are provided for solely 
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by the Fair Packaging and Labeling Act. 
The other requirements of this part are 
issued under both the Fair Packaging 
and Labeling Act and the Federal Food, 
Drug, and Cosmetic Act, or by the latter 
act solely, and are not limited in their 
application by section 10 of the Fair 
Packaging and Labeling Act. 

• • • • # 

§ 1.1b l Amended ] 

2. Section l.lb(c> is amended by chang¬ 
ing the reference to "f 1.8b(f>" to read 
"6 101.105(f) of this chapter**. 

§ 1.1c [Amended] 

3. Section 1.1c is amended as follows: 

a. In paragraph (a) (2) the references 
to "5 1.8b(J>" and "8 1.8b" are changed 
to read "5 101.105(J) of this chapter" 
and "6 101.105 of this chapter", respec¬ 
tively. 

b. In paragraph (a) (5) (1) the refer¬ 
ences to "5 1.8 (a) and <d)" and "I 1.8" 
are changed to read "1101.3 (a) and <d) 
of this chapter" and "5 101.3 of this 
chapter", respectively. 

c. In paragraph (a) <5> <il) the refer¬ 
ences to "5 1.8a" are changed to rend 
"5 101.5 of this chapter". 

d. In paragraph (a> (5) (ii) the refer¬ 
ence to "I 1.8b(f)" is changed to read 
"5 101.105(f) of this chapter". 

e. In paragraph (a) (5) (hr) the refer¬ 
ence to "5 1.8(d)" is changed to read 

101.3(d) of this chapter". 

f. In paragraph (a) (6 Mi) the refer¬ 
ence to "5 1.8b(b) (2)" is changed to read 
"5 101.105(b) <2> of this chapter". 

g. In paragraph (a) (6) (11) the refer¬ 
ence to "5 1.8b(J>" is changed to read 
M § 101.105 < J) of this chapter". 

h. In paragraph (a) (6) (ill) the refer¬ 
ence to "I 1.8b(f)" is changed to read 
"I 101.105(f) of this chapter". 

i. In paragraph (a>(7Mi) the refer¬ 
ence to "5 1.8b(b) (2)" is changed to read 
•'5 101.105(b) (2) of this chapter". 

J. In paragraph <a)(7Xii) the refer¬ 
ence to "I 1.8b(f>" is changed to read 
"5 101.105(f) of this chapter". 

k. In paragraph (a>(7>(iii) the refer¬ 
ence to "8 1.8b(J)" is changed to read 
"| 101.105(J> of this chapter". 

L In paragraph (a)(8) the references 
to "55 15.1.15.10. 15.20.15.30.15.50, 15.60, 
15.70.15.75.15.80. and 15.90" are changed 
to read "51 137.105, 137.155, 137.160, 137.- 
165. 137.170. 137.175, 137.180. 137.185. 
137.200. and 137.205". 

m. In paragraph (ftH8Xl) the refer¬ 
ence to "518b(f)" is changed to read 
"5 101.105(f) of this chapter". 

n. In paragraph (a) (8) (li> the refer¬ 
ence to "I 1.8b(j)" is changed to read 
"5 101.105<j) of this chapter". 

o. In paragraph <aX0Xii) the refer¬ 
ence to "5 1.8b(f>" is changed to read 
"5 101.105(f) of this chapter". 

p. In paragraph (aXIOXI) the refer¬ 
ence to "5 1.8b(f)" is changed to read 
44 § 101.105(f) of this chapter". 

q. In paragraph (|)(10HU) the refer¬ 
ence to "5 1.8b(JXl) M is changed to read 
"8 101.105CJ> (1) of this chapter". 

r. In paragraph (a) (10) (ill) the refer¬ 
ence to "651.8(d) and 1.8b<f)" is 


changed to read "85 101.3(d) and 101.105 
(f) of this chapter". 

s. In paragraph (a) (11) the references 
to "5 45.1", "5 1.8b(f)" t and "§ 1.8b0> 
(1)" are changed to read "8 166.110", 
"5 101.105(f) of this chapter", and 
"5 101.1050X1) of this chapter", respec¬ 
tively. 

t. In paragraph (a) (12) the references 
to "55 15.500 through 15.514" and "f 1.8b 
<f>" are changed to read "88 137.211, 
137.215, and 137.230 through 137.290" and 
"5 101.105(f) of this chapter", respec¬ 
tively, 

u. In paragraph <a) (13X1) the refer¬ 
ence to "8 1.8b(f)" is changed to read 
"8 101.105(f) of this chapter". 

v. In paragraph (a) (13) (ii) the refer¬ 
ence to "8 1.8b(J) M is changed to read 
"5 101.105(J> of this chapter". 

w. In paragraph (a) (13) (ill) the ref¬ 
erence to "5 1.8b(b) (2)" is changed to 
read "5 101.105(b)(2) of this chapter". 

x. In paragraph (a) (14) the reference 
to “11.8b" is changed to read "5 101.105 
of this chapter". 


PART 2—ADMINISTRATIVE PRACTICES 
AND PROCEDURES 

§2.110 (Arm* tided] 

4. Section 2.110 is amended as follows: 

a. In paragraph (a)(1) the reference 
to "5 121.72" is changed to read "5 170.15 
of this chapter". 

b. In paragraph (b)(2) the reference 
"85 8.4. 8.5 and 121.51 through 121.53" 
is changed to read "55 8.4, 8.5. 171.1, 
171.6. 171.7 and 171.100". 

§ 2.500 lAmrndcd] 

5. Section 2.500 is amended as fol¬ 
lows: 

a. In paragraph (b)(5) the reference 
to "8 10.5(1)" is changed to read "5 130.17 

(!>”. 

b. In paragraph (b) (6) the reference 
to "5 121.75(b)" te changed to read 
"8 170.17(b)". 

§ 2.SOI [Amcndwl] 

6. Section 2.501(b) is amended by 
changing the reference to "Subpart A of 
Part 90" to read "Subport A of Part 108". 


PART 4—PUBLIC INFORMATION 
§ 4.100 I Amended 1 

7. Section 4,100 Is amended as follows: 

a. In paragraph (c) (2) the reference 
to "8 1.12(1X4) (iv)" is changed to read 
"5 101.22(1) (4) (tv) ■% 

b. In paragraph (c) (5) the reference 
to "5 10.5(k>" is changed to read 
"5 130.17(k>". 

c. In paragraph (c)(6) the reference 
to "5 90.20(c)(4)" is changed to read 
"5 108.35(c)(4)". 

d. In paragraph (c)(7) the reference 
to "5 121.51(h)" is changed to read 
"8 171.1(h)". 

e. In paragraph (c) (8) the reference 
to "5 128.10(e)" Is changed to read 
"5 110.99(e)". 


g 1.104 [ Ann* tided] 

8. Section 4.104(b) Is amended by 
changing the reference to "5 121.51(h) 
<3)" to read "5 171.1(h)(3)". 


PART 5—DELEGATIONS OF AUTHORITY 
AND ORGANIZATION 

§5.41 | Amended! 

9. Section 5.41 is amended by chang¬ 
ing the reference to "5 128b.l0" to read 
"I 113.10". 


PART 8—COLOR ADDITIVES 

§ 8.3 (Amended 1 

10. Paragraph (a) (1) and (3) of f 8 3 
is amended by changing the reference# 
to "5 10.5" to read "5 130.17". 

§8.31 l Amended] 

11. Section 8.31 is amended by chang¬ 
ing the reference to "Part 121" to read 
"Parts 170 through 189". 

§8.201 [Amended] 

12. Section 8 201 (a) (2) (111) is amended 
by changing the reference to "6 121.1071" 
to read "5 172.863". 

§ 8.300 ( Amended 1 

13. Section 8300 is amended as fol¬ 
lows: 

a. In paragraph (a) (2) the reference 
to "Part 121" is changed to read "Sub¬ 
chapter B". 

b. In the tabic in paragraph (a)(3», 
the entry for "Dioctyl sodium sulfosuc- 
cinate" is amended by changing the ref¬ 
erence to "8 121.1137" to read "8 172.810 '. 

c. The table In paragraph (bXIMi) 
is amended as follows: 

L In the entry for ♦'Ethyl cellulov 
by changing the reference to "6 121.1087" 
to read "5 172.868". 

II. In the entry for "Polyoxyethylene 
sorbltan monooleate (polysorbate 80)'’ 
by changing the reference to “6 121.1009 * 
to read "5 172 840". 

III. In the entry for "Polyvinylpyrroli¬ 
done" by changing the reference to 
"6 121.1139" to read "8 173.55". 

iv. In the entry for "Rosin and rosin 
derivatives" by changing the reference 
to "8 121.1059" to read "5 172.615". 

d. The table in paragraph (bXlXiiJ 
is amended as follows: 

i. In the entry for "Ethyl cellulose * by 
changing the reference to "6 121.1087 
to read "5 172 868". 

iL In the entry for "Polyvinylpyrroli¬ 
done" by changing the reference to 
"8 121.1139" to read "6 173.55". 

111. In the entry for "Rosin and rosin 
derivatives" by changing the reference 
to "6 121.1059" to read "I 172.615". 

iv. In the entry for "Sillco dioxide* by 
correcting "8illco" to read "Silicon" and 
by changing the reference to "5 121.1058’* 
to read "5 172.480". 

v. In the entry for "Terpene resins, 
natural" by changing the reference to 
"5 121.1059" to read "8 172.615". 

e. Paragraph (b) (2) is amended as 
follows: 
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1. In the entry for “Ethyl cellulose” 
by changing the reference to “§ 121.1087” 
to read”! 172 868” 

U. In the entry for “Polyethylene gly¬ 
col 6000” by changing the reference to 
“1121.1185” to read “5 172.820”. 

Hi. In the entry for “Rosin and rosin 
derivatives” by changing the reference 
to ”5 121 1185” to read “5 172.820”. 

f. In the table in paragraph (b) (3» in 
the entry for “Polyvinylpyrrolidone” by 
changing the reference to “5 121.1139” to 
read ”8 173.55”. 

§ 8.303 rAmended] 

14. Section 8.303(a) <3> is amended by 
changing the reference to “5 12i:il20” to 
read ”4 172.854”. 

§8.303 l Amended 1 

15. Section 8 305(b) (2) is amended by 
changing the reference to “Part 121” to 
read ’ Parts 170 through 189”. 

§8.308 (Amended) 

16. Section 8.308(b) is amended by 
changing the reference to “Part 121” to 
read “Parts 170 through 189”. 

§ 8.310 (Amended 1 

17. Section 8.310(b) is amended by 
changing the reference to “Part 121” to 
read “Parts 170 through 189”. 

§8.6000 [Amended) 

18. Section 8.6000 is amended as fol¬ 
lows: 

a The table in paragraph <ai(l) is 
amended as follows: 

L In the entry for “Polyoxyethylene 
(20' sorbitan monostearate <Polysorbate 
60/” by changing the reference to 
“I 121.1030” to read ”§ 172.836”. 

it. In the entry for “Polyoxyethylene 
<20) sorbitan tristearate (Polysorbate 
65*” by changing the reference to 
"I 121.1008” to read “8 172.838”. 

lli. In the entry for “Polysorbate 80” 
by changing the reference to ”5121.1009” 
to read “5 172.840”. 

tv. In the entry for “Polyvinylpyrroli¬ 
done” by changing the reference to 
”5 121.1139” to read “5173.55”. 

v. In the entry for “Sorbitan mono- 
stearate” by changing the reference to 
“I 121 1029” to read ”5 172.842”. 

b. Paragraph (b) is amended as fol¬ 
lows: 

L In the entry for “Ethyl cellulose” by 
changing the reference to ”5 121.1087” to 
read ”1 172.868.” 

It. In the entry for “Hydroxypropyl cel¬ 
lulose” by changing the reference to 
”5121.1160” to read 172.870”. 

6 8.8004 (A roe rated 1 

19. Section 8.8004(b) (2) is amended as 

follows: 

a. In the entry for “Artificial sweet¬ 
eners” by changing the reference to 
“Part 121” to read “Subchapter B”. 

b. In the entry for “Flavors that are 
generally recognized as safe” by chang¬ 
ing the reference to “Part 121” to read 
“Subchapter B”. 


c. In the entry for “Preservatives that 
arc generally recognized as safe” by 
changing the reference to “Part 121” to 
read “Subchapter B”. 


PART 201—LABELING 

§ 201.19 (Amended 1 

20. Section 201.19 is amended by 
changing the reference to “1125.1(d)” 
to read “5 105.3(d)”. 


PART 501—ANIMAL FOOD LABELING 

§501.3 [Amended] 

21. Section 501.3 is amended as fol¬ 
lows: 

a. In paragraph (e)(2)(ii> the refer¬ 
ence to “5 503.20” is changed to read 
“5 502.5”. 

b. In paragraph fe)<3> the reference 
to “Part 503” is changed to read “Part 
502”. 

c. In paragraph (f) the reference to 
“Part 503” is changed to read “Part 502”. 

§501.4 (Amended 1 

21a. Section 501.4(b) (15) is amended 
by changing the reference to “55 15.1, 
15.40. 1580 and 15.100” to read 

“55 137.105. 137.200. 137.220, 137.225”. 

§ 501.22 (Amended 1 

22. Section 501.22 is amended as fol¬ 
lows: 

a. In paragraph <a>(l> the reference 
to “55 582.60 and 121.1164(b) ” is changed 
to read “55 172.515*b> and 582.60”. 

b. In paragraph <a>(3) the reference 
to “5 121.1163” is changed to read 
“5 172.510”. 


PART 502—COMMON OR USUAL NAMES 
FOR NONSTANDARDIZED ANIMAL 
FOODS 

23. The heading for Part 503 (recodi¬ 
fied and published In the Federal Regis¬ 
ter of September 10. 1976 (41 FR 
38618)) is renumbered .as set out above. 

§ 502.5 General principle. 

24. The heading for 5 503 20 is 

amended by renumbering the section to 
read 5 502.5 as set out abovc- 

§ 502.19 Petitions. 

25. The heading for 5 503.22 is 

amended by renumbering the section to 
read as 5 502.19 as set out above. 


PART 510—NEW ANIMAL DRUGS 

§510.6 [Amended] 

26. Section 510.6 New animal drugs; 
transitional provisions re section SI2 of 
the act \s amended by deleting para¬ 
graph (g). 


PART 582—SUBSTANCES GENERALLY 
RECOGNIZED AS SAFE 

§ 582.6625 l’ota**ium citrate. 

28. The heading for 5 582.6540 is 
amended by renumbering the section to 
read 5 582.6625 as set out above. 


§ 582.6751 Sodium citrate. 

29. The heading for 5 582.6651 is 
amended by renumbering the section to 
read 5 582.6751 as set out above. 


PART 1210—REGULATIONS UNDER 
THE FEDERAL IMPORT MILK ACT 

§ 1210.3 1 Amended 1 

30. Section 1210.3 is amended as fol¬ 
lows : 

a. In paragraph <e) the reference to 
“I 18.530” is changed to read ”5 131.120”. 

b. In paragraph (f) the reference to 
“5 18.520” is changed to read ”5 131.130”. 

c. In paragraph (g) the reference to 
“58 18.500 to 18.515” Ls changed to read 
“55 131.150 through 131.157”. 

The changes being made are nonsub¬ 
stantive in nature and for this reason 
notice and public procedure are not pre¬ 
requisites to this promulgation. 

Dated: March 4,1977. 

Joseph P. Hile. 

Associate Commissioner 

for Compliance . 

JFR Doc.77-7044 Filed 3-14-77:8:45 am| 


SUBCHAPTER E—ANIMAL DRUGS. FEEOS. 

AND RELATED PRODUCTS 

(Recodification Docket No. 16. Docket No. 

77 N-00821 

PART 570—FOOD ADDITIVES 
Reorganization and Republication 

In the fifteenth recodification docu¬ 
ment. appearing elsewhere In this issue 
of the Federal Register, the Commis¬ 
sioner of Food and Drugs Ls recodifying 
the regulations relating to food for hu¬ 
man consumption, including, in the 
newly reorganized Subchapter B. the re- 
pubUcation of Subparts E and F of for¬ 
mer Part 121 regarding prior sanctioned 
food additives and food packaging ma¬ 
terials solely as they relate to food for 
human consumption. 

This sixteenth recodiflcation document 
incorporates by reference the subject 
regulations as they are applicable to an¬ 
imal feed and pet food. 

Therefore. Part 570 is amended by add¬ 
ing new §5 570.13 and 570.14 to read as 
follows: 

§570.13 Indirect food additive* rrMill¬ 
ing from packaging material* prior 
Miiielionrd fur animal feed and pet 
food. 

Regulations providing for the use of 
food packaging materials as prior sanc¬ 
tioned in Part 181 of this chapter are in¬ 
corporated in Subchapter E as applicable 
to packaging materials used for animal 
feed and pet food. 

§ 570.14 Indirect food additive* retail¬ 
ing from packaging material* fur 
animal feed and pet food. 

Regulations providing for the use of 
food packaging materials in Parts 174 
through 179 of this chapter are incorpo¬ 
rated in Subchapter E as applicable to 
packaging materials used for animal 
feed and pet food 
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Thi$ promulgation is nonsubstantive 
and for this reason, notice and public 
procedure are not required. 

Dated: March 8.1977. 

Joseph P. Hue. 
Associate Cbmmissioner 
for Compliance. 

(PR Doc.77-71C8 Filed 3-14-77;8:45 am] 


SUBCHAPTER D—DRUGS FOR HUMAN USE 

| Docket No. 70N-O5OS1 

STERILE TICARCILUN DISODIUM 

The Food and Drug Administration 
(FDA) is amending the antibiotic drug 
regulations to provide for the certifica¬ 
tion of sterile ticarcillin disodium. This 
amendment shall be effective March 15. 
1977. 

The Commissioner of Food and Drugs 
has evaluated data submitted in accord¬ 
ance with regulations promulgated un¬ 
der section 507 of the Federal Food. Drug, 
and Cosmetic Act. as amended (21 U.8.C. 
357). with respect to providing for the 
certification of a new seraisynthetic peni¬ 
cillin. sterile ticarcillin disodlum. He 
concludes that the data supplied by the 
manufacturer concerning the subject an¬ 
tibiotic drug product are adequate to es¬ 
tablish its safety and efficacy when used 
as directed in the labeling and that the 
regulations should be amended to pro¬ 
vide for its certification. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 507,59 Stat. 
463. as amended (21 U.S.C. 357)) and 
under authority delegated to the Com¬ 
missioner <21 CFR 5.1) (recodification 
published in the Federal Register of 
June 15, 1976 (41 FR 24262)), Subchap¬ 
ter D of Chapter I of Title 21 of the Code 
of Federal Regulations is amended as 
follows: 

PART 430—ANTIBIOTIC DRUGS; 

GENERAL 

1. Part 430 is amended as follows: 

a. In $ 430 5 by adding new paragraphs 
<a)<61> and (bM6D to read as follows: 

§ 430.3 Definition* * of mailer and work* 
ing standard*. 

<a) • • • 

(61) Ticarcillin. The term “ticarcillin 
master standard*' means a specific lot of 
ticarcillin designated by the Commis¬ 
sioner as the standard of comparison in 
determining the potency of the ticarcillin 
working standard. 

<b> • • • 

<61) Ticarcillin. The term “ticarcillin 
working standard" means a specific lot of 
a homogeneous preparation of ticarcillin. 
• • • • • 

b. In § 430 6 by adding new paragraph 
<b; <63) to read as follows: 


§ 430.6 Definition* of I hr term* “unit" 
and “microgram** a* applied to anti¬ 
biotic Mibslancr*. 

• • • • • 

(b) • • • 

(63) Ticarcillin. The term “micro- 
gram" applied to ticarcillin means the tl- 
carrillin activity (potency) contained In 
1.136 micrograms of the ticarcillin mas¬ 
ter standard. 


PART 436—TESTS AND METHODS OF 
ASSAY OF ANTIBIOTIC AND ANTIBl- 
OTIC CONTAINING DRUGS 

2. Part 436 is amended as follows: 
a In $ 436.33(b) by alphabetically in¬ 
serting a new’ item in the table, as fol¬ 
lows: 

§ 136.33 Safely te«t. 

• # • • • 

(b) • • * 


Tc%! do**' 

Diluent rdllartit-- of 

Antibiotic dm* number a« ti»r*-*J ronrcaira»lon In Volume la administration u 

in are. 43*31 1 wi»|t« or Tndllgram* inllJlUter? to be d#*Ttbfd in 

of activity |*tt administer**! to twatmikli •»<) 

mllUlnrr eaehmoo.v of this section 


TVarrlllin di«udiam-- 


3 40 mr. 



0 S Iiitrovrium*. 

• • 

• 

• 


• 

• • 


b . In 5 436.102 by adding new para¬ 
graph (b> (37) and (38) to read as fol¬ 
lows: 

§436.102 Culture media. 

• • « • • 

(b> * • * 

(37) Medium 37. 

Pancreatic digest of casein: 17.0 gm. 


1 38) Medium 38. 

Peptone* 15.0 gm. 

Papaic digest of soybean meal: 5.0 gm. 
8odiura chloride: 4 0 gm. 

Sodium sulfite: 0 2 gm 
L-cystlne: 0 7 gm. 

Dextrose: 5.5 gm. 

Aear: 15 0gm 

Distilled water, a a.: 1.000.0 ml. 
pH 7.0 after sterilization. 


Soybean peptone: 3.0 gm. 
Dextrose: 2.5 gm. 

6odlum chloride: 6 0 gm. 
DipotAsstum phosphate: 2.5 gm. 


c. In 5 436.103 bv alphabetically in¬ 
serting a new item in the table in para¬ 
graph (a) and bv adding new' paragraph 
ib)<9), as follows: 


Distilled water, qa.: 1.0000ml. 
pH 7.3 after ■terillzatlon. 


§ 436.103 Tr»l ariani.nn. 
(a) •• • 


Test oqpmluu Method 

umd 

Media m tor 

the— Incubation 

Suftr<*tcd 

dnuuou 
(oc tor 

•MffMlnl ficrfw 
period of ni>p«ii* 

fcUnli 

Rout koui boulc 

boukl 

Mftill Uildef 
mlngevauou 

• • • 

Trot OtfaaUut Y—PetadoMeiMM 9 

M lATCC JUUbj.s 

36 

• • 

30 21b. 

• • 

U0 1 week. 

• • • 


• • 

• 

• 


(b> • • • 

(9) Method 9. Proceed as directed in 
paragraph (b)(1) of this section, except 
incubate the slant and Roux bottle at 
37* C and wash the resulting growth 
from the agar surface with 50 milliliters 
of Medium 37 as described in 8 436.102 
<b)(37). 


d. In 5 436.105 (a) and (b) by alpha¬ 
betically inserting a new item in the re¬ 
spective tables, as follows: 

§ 436.105 Microbiological agar diffu¬ 
sion a*-ay. 

• • • • • 

(a) • 1 • 


McxlU to be used <*» 
U>u*l by nitdttmi 
AitUUolic UULIlUf IU KC. 

436Jtt\b)) 


Dote layer feed layer 


MUUUlm of tue*D» to 
be Uftrd In ills Imx 
aud teed layer« i twt 

orxauiun 


Ha» layer feed layer 


Hof jrvsvd volume 
or suuuUrdurd Incubatam 

inoculum to be lemperumx* 

added to each 100 for Uie pute* 

mi ol sml osar 


TkarcUUiu.. 38 38 21 


4 Y 


1.5 


37 
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0>> • •• 




Working standard stock flotations 


Standard reroute Uni 
concentrations 

Antibiotic 

Pndrot condi¬ 
tion* (method 
numtrr a* 
lUled in 

MC. 01200) 

Initial 

sol¬ 

vent 

Diluent 
(solvent 
number u 
tinted in 

MO. 436.101(a)) 

final concen¬ 
tration units 
or milligrams 
per imlUUtnr 

Storage 
time under 
reiriiccrUott 

Final concen¬ 
tration*. units 
Diluent or micmrrjun* 
of antibiotic 
activity per 
milliliter 

• 

TlcordlUn... 

• 

• 

Not dried. 

• 


• 

1 

• 

• 

1 mg __ 

• 

• 

Id. 

• 

• • 

1 3^0. LOO. 5.M, 
6.25, 7.81 mu«. 

• • 

• 

• 


• 

• 

• 

• • 


PART 440—PENICILLIN ANTIBIOTIC 
DRUGS 

2. Part 440 is amended as follows: 

a. By adding new f 440,90a to Subpart 
A, to read as follows; 

g 4 10.90a Sterile ticarcillin dUodium. 

(a) Requirements for certification— 

( 1 ) Standards of identity, strength , 
quality, and purity . Sterile tlcarcillin di¬ 
sodium is 6-l(carboxy-3-thlcnylacetyl>] 
amino) - 3.3-dimcthyl - 7-oxo-4-thla-l- 
azabicyclol 3.2.0 J heptane - 2 - carboxylic 
acid disodium salt. It is so purified and 
dried that: 

(i) It contains not less than 800 mi¬ 
crograms of ticarcillin per milligram on 
an anhydrous basis. If it is packaged for 
dispensing, its ticarcillin content is not 
less than 90 percent and not more than 
115 percent of the number of milligrams 
of ticarcillin that it is represented to 
contain. 

<il> It is sterile. 

(ill) It is nonpyrogenic. 

Uv) It passes the safety test. 

(v) Its moisture content is not more 
than 6.0 percent. 

(vi) Its pH in an aqueous solution 
containing 10 milligrams of ticarcillin per 
milliliter (or if packaged for dispensing 
after reconstitution as directed in the 
labeling) is not less than 6.0 and not 
more than 8 . 0 . 

(vii) It gives a positive identity test 
for ticarcillin. 

(viii) Its ticarcillin content is not less 
than 80 percent and not more than 94 
percent on an anhydrous basis. 

<2) Labeling . It shall be labeled in ac¬ 
cordance with the requirements of 
i 432.5 of this chapter. 

(3) Requests for certification: sam¬ 
ples. In addition to complying with the 
requirements of f 431.1 of this chapter, 
each such request shall contain: 

<i) Results of tests and assays on the 
batch for potency, sterility, pyrogens, 
safety, moisture. pH, identity, and ticar- 
cillln content. 

<il> Samples required: 

(a) If it is packaged for repacking or 
for use in the manufacture of another 
drug. 

(1) For all tests except sterility: 10 
packages, each containing approxi¬ 
mately 300 milligrams; and 5 packages, 
each containing approximately 1 gram. 

(2) For sterility testing: 20 packages, 
each containing approximately 300 milli¬ 
grams. 


<b> If it is packaged for dispensing: 

(/) For all tests except sterility: A 
minimum of 15 immediate containers. 

(2) For sterility testing: 20 immediate 
containers, collected at regular intervals 
throughout each filling operation. 

<b) Tests and methods of assay —( 1 ) 
Potency. Proceed as directed in f 436.105 
of tills chapter, preparing the sample 
for assay as follows: Dissolve an ac¬ 
curately w eighed sample in sufficient 1.0 
percent potassium phosphate buffer, pH 
6.0 (solution 1 ), to give a stock solution 
of convenient concentration: and also. 
If it is packaged for dispensing, recon¬ 
stitute as directed in the labeling. Then 
using a suitable hypodermic needle and 
syringe, remove all the withdrawable 
contents if it Is represented os a single 
dose container: or if the labeling speci¬ 
fies the amount of potency in a given 
volume of the resultant preparation, 
remove an accurately measured repre¬ 
sentative portion from each container. 
If it Ls a single dose container, use a 
separate needle and syringe for each 
container. Dilute with sufficient solution 
1 to give a stock solution of convenient 
concentration. Further dilute an aliquot 
of the stock solution with solution l to 
the reference concentration of 5.0 micro- 
grams of ticarcillin per milliliter (esti¬ 
mated). 

(2) Sterility. Proceed as directed in 
f 436.20 of this chapter, using the method 
described in paragraph (e)( 1 ) of that 
section. 

(3) Pyrogens. Proceed as directed in 
f 436.32(b) of this chapter, using a solu¬ 
tion containing 100 milligrams of ticar¬ 
cillin per milliliter. 

(4) Safety. Proceed as directed in 
I 436.33 of this chapter. 

(5) Moisture. Proceed as directed in 
$ 436.201 of this chapter. 

< 6 ; pH. Proceed as directed in I 436.202 
of this chapter, using an aqueous solu¬ 
tion containing 10 milligrams of ticarcil¬ 
lin per milliliter (or if packaged for 
dispensing, use a solution prepared as 
directed for reconstitution in the label¬ 
ing). 

(7) identity and ticarcillin content. 
Transfer an accurately weighed portion 
of approximately 40 milligrams of the 
sample to a 100 -miMllter volumetric 
flask. Dissolve and dilute to volume with 
distilled water. Transfer 5.0 milliliters 
of this solution to another 100 -milliliter 
volumetric flask and dilute to volume 
with 0.1 JV meth&nolic hydrochloric acid 
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(prepared by diluting 0 8 milliliter of 12.V 
hydrochloric acid to 100 milliliters with 
methyl alcohol). Treat a portion of the 
UcarciUin standard in the same man¬ 
ner. Using a suitable spectrophotometer 
equipped with a 1.0-centimeter quartz 
cell and 0.1N methanolic acid as a blank, 
scan the absorption spectrum of the 
methanolic solution of the sample and 


b. By adding new § 440.200 to Subpart 
C. to read as follows: 

g 440.290 Sterile ttrarrillin mkIiuhi* 

The requirements for certification and 
the tests and methods of assay for sterile 
ticarcillin sodium packaged for dispen¬ 
sing arc described in $ 440.90a. 

Because the conditions prerequisite to 
providing for certification of this drug 
have been complied with and the matter 
is noncontroversial, notice and public 
procedure and delayed effective date are 
not prerequisites to this promulgation. 

Effective date: This order shall be ef¬ 
fective March 15. 1977. 

(Sec. 507. 59 Stat 463. as amended (21 U S.C. 
357).) 

Dated: March 10. 1977. 

Mary A. McEnirys. 
Associate Director for 
Regulatory Affairs, Bureau of Drugs. 

| PR Doc 77-7517 Piled 3-14-77;8:45 am) 


(Docket No 76N-0177) 

PART 440—PENICILLIN ANTIBIOTIC 
DRUGS 

Benrylpenicilloy-Polylysine Injection; 

Minimum Shelf-Life Potency 

The Food and Drug Administration is 
amending the antibiotic drug regulations 
to provide for a minimum shelf-life 
potency for benzylpenicilloyl-polylysine 
injection; effective April 14. 1977. 

The commissioner of Food and Drugs 
proposed, in the Federal Register of July 
1. 1976 <41 FR 27082). that 1 440.210(a) 
(1) (21 CFR 440.210(a)(1)) be amended 
to clarify that the minimum potency 
throughout the storage period of the 
drug product is 5.4x10^3/. which is 
equivalent to 90 percent of the labeled 
content of the drug product. The maxi¬ 
mum potency limit that is allowable for 
the issuance of a certificate is also speci¬ 
fied in 5 440.210(a)(1). and this limit 
would also apply for the maximum shelf- 
life potency. Sixty days were allowed for 
public comment on the proposal. No com¬ 
ments were received. Therefore, the Com¬ 
missioner finds that the amendment 
should be adopted as proposed. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 507. 59 Stat. 
463 as amended (21 U.S.C. 357)) and 
under authority delegated to the Com¬ 
missioner (21 CFR 5.1) (recodification 
published in the Federal Register of 
June 15. 1976 (41 FR 24262)). Part 440 
is amended in $ 440.210 by revising para¬ 
graph (aMl) to read as follows: 

The originator of these procedures is 
Carol Shull, National Park Service. 


the standard between the wavelengths 
of 300 and 200 nanometers. Determine 
the absorbance of each solution at the 
maxima, at approximately 230 nanom¬ 
eters. The spectrum of the samples 
should compare qualitatively with that 
of the ticarcillin working standard. 
Determine the percent ticarcillin as 
follows: 


§ JI0.210 Hrn/}lpenirilloyl-imlylv»inr 
injection. 

<a) Requirements for certification — 
(1) Standards of identity, strength, 
quality , and purity . Benzylpenicilloyl- 
polylyslne injection Ls an aqueous solu¬ 
tion of bcnzylpeniciiloyl-polylysine. It 
contains one or more suitable and harm¬ 
less buffers. Its benzylpenicilloyl content 
is satisfactory if it is not less than 
5.4x10 * M and not more than 7.0 XI0” 5 
Jf. except that tor the issuance of a cer¬ 
tificate for a batch, the benzylpenicilloyl 
content must be not less than 6.4X10 * 
Af. It is sterile. It is nonpyrogenic. It 
passes the safety test. Its pH is not less 
than 6.5 and not more than 8 5. The 
benzyl pcnicil 1 oy 1- poly lysine concent ra te 
used conforms to the standards pre¬ 
scribed by 5 440.10(a)(1). 

• • • • • 

Effective date: ThU amendment shall 
become effective April 14. 1977. 

(Sec. 507. 50 Stat. 463 as amended (21 US.C 
357).) 

Dated: March 10.1977. 

Mary A. McEniry, 
Assistant Director for Regulatory 
Affairs. Bureau of Drugs . 

JFH Doc 77-7516 Piled 3-14-77;8:45 am] 


SUBCHAPTER C—ANIMAL DRUGS. FEEDS, AND 
RELATED PRODUCTS 

I Docket No. 77N-0083) 

PART 509—UNAVOIDABLE CONTAMI¬ 
NANTS IN ANIMAL FOOD AND FOOD¬ 
PACKAGING MATERIAL 

Polychlorinated Biphenyls (PCB’s) 

AGENCY: Food and Drug Administra¬ 
tion. HEW. 

ACTION: Final rule. 

SUMMARY: ThLs regulation amends 
f 509 30 Temporary tolerances for poJy- 
chlorinalrd biphenyls (PCB’s) t21 CFR 
509 30> to limit its provisions to animal 
feeds and related products. 

DATES: Effective date: March 15. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Robert 8. Brigham. Bureau of Veteri¬ 
nary Medicine *HFV-238>, Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 5600 
Fishers Lane. Rockville. MD 20857. 
<301) 443-6243. 

SUPPLEMENTARY INFORMATION: 
In a regulation published in the Federal 
Register of September 10, 1976 (41 FR 


38618), the Commissioner of Food and 
Drugs reorganized and republished cer¬ 
tain sections of the general regulations 
under Subchapter A and the general food 
regulations under Subchaptcr B into 
Subchapter E—Animal Drugs. Feeds, 
and Related Products. As part of this re¬ 
organization and republication. 5100.30 
Temporary tolerances for polychlori¬ 
nated biphenyls (PCB's) (21 CFR 109.30 
(formerly 5 122.10, prior to recodiflcatlon 
published elsewhere in tills issue of the 
Federal Register)) was republished in 
Subchapter E as new’ 5 509.30. while 
being retained in Subchapter B because 
of its provisions for food for human use. 

It has come to the attention of the 
Commissioner that certain of the tem¬ 
porary tolerances for PCB*s in foods in¬ 
tended for human use were inadvertently 
republished in 5 509.30 when that regu¬ 
lation was issued September 10. 1976. 
Therefore the Commissioner Ls amending 
I 509.30 as set forth below to limit its 
provisions to animal feed and related 
products as was original!v intended. 
Temporary tolerances for PCB's in food 
intended for human use will continue to 
appear in 5 109.30. 

Therefore under the Federal Food, 
Drug, and Cosmetic Act (secs. 402(a), 
406. 409. 701, 52 Stat. 1046 as amended. 
1049. 1055-1056 as amended by 70 Stat. 
919 and 72 Stat. 948. 72 Stat 1784-1788 
as amended (21 US.C. 342(a), 346, 348, 
371) and under authority delegated to 
the Commissioner (21 CFR 5.1). 5 509 30 
is revised by deleting paragraphs (a> (1). 
(2). (3). (4), (7) and (84 and by redesig¬ 
nating paragraphs (a)(5), (6). and <9> 
as paragraphs (a)(1), <2). and (3) re¬ 
spectively, to read as follows: 

§ 509.30 Temporary lolernnee* for poly, 
chlorinated liiphrnyl* (PCBV). 

(a> Polychlorinated biphenyls (PCB s) 
are toxic, industrial chemicals. Because 
of their widespread, uncontrolled indus¬ 
trial applications. PCB’s have become a 
persistent and ubiquitous contaminant in 
the environment. As n result, certain 
foods and animal feeds, principally those 
of animal and marine origin, contain 
PCB’s as unavoidable, environmental 
contaminants. PCB’$ are transmitted to 
the food portion (meat, milk, and eggs) 
of food producing animals ingesting PCB 
contaminated animal feed. In addition, a 
significant percentage of paper food¬ 
packaging materials contain PCB’s which 
may migrate to the packaged food. The 
source of PCB’s in paper food-packaging 
materials is primarily of certain types of 
carbonless copy paper (containing 3 to 5 
percent PCB’s) in waste paoer stocks 
used for manufacturing recycled paper 
Therefore, temporary tolerances for res¬ 
idues of PCB s as unavoidable environ¬ 
mental or industrial contaminants are 
established for a sufficient period of time 
following the effective date of this para¬ 
graph to permit the elimination of such 
contaminants at the earliest practicable 
time. For the purposes of this paragraph, 
the terra "polychlorinated biphenyls 
(PCB’s)" Is applicable to mixtures of 
chlorinated biphenyl compounds, irre¬ 
spective of which mixture of PCB’s Is 
present as the residue. The temporary 


Wright In mitUgninui Potency of tfmxlftnj )n 

m Ahwtttncc oS sam ple X of stamhint_X tnUTrgmm* pe r mtllKi un X 

Frfrrn rare n - Abfl0flKO , fe o( $Um} x WH*ht w mltUumnu X l kb-mlT 

Of sample 

where rn-Percent moUtum In the sample. 
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tolerances for residues of PCB’s are as 

follows: 

(1) 0.2 part per million In finished 
animal feed for food-producing animals 
\ except the following finished animal 
feeds: feed concentrates, feed supple¬ 
ments, and feed premixes) . 

(2) 2 parts per million in animal feed 
components of animal origin, including 
fishmeal and other by-products of ma¬ 
rine origin and in finished animal feed 
concentrates, supplements, and premixes 
intended for food-producing animals. 

(3) 10 parts per million in paper food¬ 
packaging material intended for or used 
with finished animal feed and any com¬ 
ponents Intended for animal feeds. The 
tolerance shall not apply to paper food- 
packaging material separated from the 
food therein by a functional barrier 
which is impermeable to migration of 
PCB's. 

<b> A compilation entitled “Analytical 
Methodology for Polychlorinated Bi¬ 
phenyls. February 1973“ for determining 
compliance with the tolerances estab¬ 
lished in this section Is available from 
the Hearing Clerk, Food and Drug Ad¬ 
ministration, Room 4-65. 5600 Fishers 
Lane, Rockville. MO 20352. 

Non.—At 38 FR 32794, Aug. 24. 1973. the 
following appeared concerning f 509.30(a) 

(®): 

* * * I 509.30(a) (9) is hereby stayed pending 
ruil review of the objections and requests 

for hearing.* • • 

In the interim, as stated In the final order 
(33 FR 18098) the Food and Drug Adminis¬ 
tration will enforce the temporary tolerance 
lersi established by I 50930(a) (9) by seising 
any paper food-packaging material shipped 
In Interstate commerce after September 4. 
1873 containing higher than the specified 
lerel of PCB’s as adulterated In violation of 
wc 402 of the act. 

The changes being made arc nonsub¬ 
stantive, and for this reason notice and 
public procedure are not prerequisites to 
this promulgation. 

Effective date: This regulation is ef¬ 
fective March 15. 1977. 

Dated: March 9. 1977. 

William F. Randolph. 

Acting’Associate Commissioner 
for Compliance . 

|FR Doc.77 7819 Piled 3-14-77:8:45 am) 


SUBCHAPTER F—BIOLOGICS 
{Docket No. 78K-0T04} 

PART 610— GENERAL BIOLOGICAL 
PRODUCTS STANDARDS 

Dating Period for Coffagcnasc; Correction 
In PR Doc. 76-27237 appearing at page 
40101 In the Federal Register for Friday, 
September 17. 1976, 3 610.53 is corrected 
by changing the listing for “collagenase" 
to read as follows: 

§610.53 Dating periods for specific 
products. 
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Coll agon use ... Four years, provided label¬ 
ing recommends storage 
at no warmer than 37* C. 
S 610.51 does not apply. 


Dated: March 8. 1977. 

Joseph P. Hilk. 
Associate Commissioner for 
Compliance . 
(FR Doc.77-7518 Filed 3-14-77:8:45 am) 


SUBCHAPTER B—FOOD AND FOOO PRODUCTS 
(Docket No. 76N-0070J 

PART 121—FOOD ADDITIVES 

Acrylonitrile Copolymer Beverage 
Containers 

AOENCY: Food and Drug Administra¬ 
tion < FDA). 

ACTION: Temporary stay of stay of reg¬ 
ulations. 

SUMMARY: An order of the U.S. Court 
of Appeals for the District of Columbia 
has temporarily stayed the FDA admin¬ 
istrative order staying those food addi¬ 
tive regulations or portions thereof that 
permit acrylonitrile copolymers to be 
used to fabricate beverage containers. 

DATES. Effective date March 11. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: * 

Thomas C. Brown. Division of Food 
and Color AddiUves. (HFF-334), Bu¬ 
reau of Foods, Food and Drug Admin¬ 
istration, Department of Health. Edu¬ 
cation, and Welfare. 200 C 8t. SW., 
Washington. D C. 20204. 202-472-5890. 

SUPPLEMENTARY INFORMATION: 

In the Federal Register of March 11, 
1977 142 FR 13546), FDA published an 
order staying certain food additive reg¬ 
ulations or portions thereof that permit 
acrylonitrile copolymers to be used 
to fabricate beverage containers. On 
March 7. 1977/ Uie Monsanto Company 
filed, in the United States Court of Ap¬ 
peals for the District of Columbia Cir¬ 
cuit. a motion for stay of FDA’s order 
insofar as It stays one of those regula¬ 
tions. 3 121.2629 (21 CFR 1212629). On 
March 11, 1977, the Court of Appeals or¬ 
dered that FDA’s administrative order 
staying 3 121.2629 be stayed pending ac¬ 
tion on the merits of Monsanto’s motion, 
oral argument on which is scheduled for 
2 p.m . March 16.1977. 

Dated: March 11,1977, 

Joseph P. Hile, 
Associate Commissioner for 
Compliance. 

| FR Doc.77-7755 Filed 3-11-77:3:56 pm) 


PART 510—NEW ANIMAL DRUGS 

Sponsors of Approved Applications; Zoecon 
Industries; Change of Sponsor Name 

The Food and Drug Administration 
approves two supplemental new animal 


14095 

drug applications (NADA’s 41-587, 94- 
777V) filed by Zoecon Industries. Die., 
12200 Denton Drive. Dallas, TX 75234. 
providing for revised labeling to reflect 
the change in sponsor’s name from 
Thuron Industries. Inc., to Zoecon In¬ 
dustries. The approval is effective March 
15. 1977. 

The Commissioner of Food and Drugs 
is amending Part 510 <21 CFR Part 510) 
to reflect this approval. This independ¬ 
ent action to approve the corporate 
change of name has not required a re- 
evaluatlon of the safety and effective¬ 
ness date underlying the original 
NADA’s and does not constitute a re¬ 
affirmation of the drug’s safety and 
effectiveness. 

(Sec. 512(1), 82 SUL 347 (21 U*BC. 360b(l)) 
and under authority delegated to the Com- 
mlnioner (21 CFR 5.1) (recodiflcatlon pub¬ 
lished 41 FR 24202) ) 

Part 510 is amended in 3 510.600(c) (1) 
to delete the entry for Thuron Indus¬ 
tries. Inc., and to alphabetically add a 
new entry for Zoecon Industries, Inc.. 
and in paragraph (c> (2) in the entry for 
No. 011536 to delete the company name 
Thuron Industries, Inc., and to insert 
In its place the new company name Zoe¬ 
con Industries, Inc., to read as follows: 

§ 510.600 Name*, addn^ci, nrul rixlr 
nurtiln’ra of spontiors of approved ap¬ 
plication*. 

• • • • • 

<C) * * * 

( 1 ) • • • 

Drug 

Firm name and address: luting So. 

Zoecon Industries. Inc., 12200 
Demon Dr. Dallas. Tex. 76234. 011536 

• • • • • 

( 2 ) • • • 

Drug fisting No.: Firm name and address 

011536.... Zoecon Industries, Inc., 

12200 Denton Dr., 
Dallas, Tex. 75234. 


Effective date: This amendment shall 
be effective March 15, 1977. 

(Sec. 512(1), 82 Stat 347 (21 U5C, 360b(!)).) 

Dated: March 10, 1977. 

Fred J. Kingma, 

Acting Director . 

Bureau of Veterinary Medicine. 
(FR Doc.77-7633 Filed 3-14-77:8:45 nm| 


PART 555—CHLORAMPHENICOL 
DRUGS FOR ANIMAL USE 

Oral Dosage Forms; Chloramphenicol 
Tablets 

The Food and Drug Administration 
approves a new* animal drug application 
(NADA 65-461 V> filed by Philips-Rox- 
ane. Inc.. 2621 North Belt Highway, St. 
Joseph. MO 64502, proposing the safe 
and effective use of chloramphenicol tab¬ 
lets for dogs for treating bacterial pul¬ 
monary infections, bacterial Infections of 
the urinary tract, bacterial enteritis, and 
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bacterial infections associated with 
canine distemper, caused by susceptible 
organisms. The approval is effective 
March 15. 1977. 

The Commissioner Is amending 
l 553.110a <21 CFR 555.H0*> to reflect 
this approval. 

In accordance with $ 514.11(e) (2) <ii> 
<21 CFR 514.11 <e> <2> <U)) of the aulmal 
drug regulations, a summary of the 
safety and effectiveness data and infor¬ 
mation submitted to support the ap¬ 
proval of this application is released pub¬ 
licly. The summary is available for pub¬ 
lic examination at the office of the Hear¬ 
ing Clerk, Rnv 4-65. 5600 Fishers Lane. 
Rockville. MD 20857. between the hours 
of 9 am. and 4 p.m.. Monday through 
Friday. 

(Sec. 612 (1) And (n). 82 Siat. 347, 350 351 
(21 U.S.C. 360 (1) and m>, and under au¬ 
thority delegated to the Commissioner (21 
CFR 5.1) (rccodlflcation published In the 
Phjkkai. Rtcisrw of June 15. 197G (41 FR 
24262)).) 

Part 555 is amended in $ 555.110a by 
revising paragraphs (aXD and <c> < 1 > 
Cl) and <ii> to read as follows: 

§ 555.110a < Jilorumplicmrol laiilclu. 

<ai Requirements for certification— 

(1) Standards of identity, strength. Qual¬ 
ity, and purity. Chloramphenicol tablets 
ore composed of chloramphenicol with or 
without one or more suitable diluents, 
lubricants, binders, colorings, and coat¬ 
ing substances. Each tablet contains 100. 
250. or 500 milligrams or l gram of chlor¬ 
amphenicol. Its potency is satisfactory if 
it is not less than 90 percent and not 
more than 120 percent of the number of 
milligrams of chloramphenicol that it 
is represented to contain. Tablets shall 
disintegrate within 1 hour. The chloram¬ 
phenicol used conforms to the standards 
prescribed by | 455.10<axi> of this 
chapter. 

• • • • • 

<c> Conditions of marketing—i lxi> 
Specifications. Chloramphenicol tablets 
conform to the certification requirements 
of paragraph <a> of this section. 

<ii) Sponsor. No. 017030 in $510,600 
(c) of this chapter for 100 milligram tab¬ 
let: No. 000010 in 1510,600<c> of this 
chapter for 100, 250, or 500 milligram or 
1 gram tablets. 

• • • • • 

Effective date: This regulation shall 
be effective March 15, 1977. 

(See. 612(1) and (n). 82 Stat. 347, 360-351 
(21 UJB.C. 360b(i) and (n)).) 

Dated: March 10. 1977. 

Fred J. Kingma, 

Acting Director, 
Bureau of Veterinary Medicine. 

(PR Doc.77 7631 Plied 3-14-77:8:45 am] 


Tit.e 24—Housing and Urban Development 

CHAPTER VIII—LOW INCOME HOUSING. 

DEPARTMENT OF HOUSING AND 

URBAN DEVELOPMENT 

| Docket So. R-77 -398] 

PART 841—PUBLIC HOUSING PROGRAM; 

DEVELOPMENT PHASE 

Appendix A—Prototype Cost Limits for 
Low-Income Housing 

In the Federal Register issued June 9. 
1976. <41 FR 23302). prototype per unit 
cost schedules were published pursuant 
to section 6<b> of the United States 
Housing Act of 1937. Subsequently, con¬ 
sideration was given to 1 actual cost data 
and other information received from the 
Chicago Area Office Field Staff which 
showed that the cost limits Imposed by 
the schedule now in effect are unrealisti¬ 
cally low. The publishing of these revised 
prototype per unit cost schedules will 
permit housing to be built that other¬ 
wise could not. with cost limits that are 
now in effect. The cost data and other 
information submitted indicated that the 
prototype per unit cost schedule for Chi¬ 
cago should be revised and retained 
under the City of Chicago designation. 
The contiguous areas currently included 
under the Chicago designation will re¬ 
main unchanged and are republished 
with the designation of Aurora. 

Prototype cost limits were previously 
published as an appendix to 24 CFR 
Part 275. Effective February 7. 1977. this 
appendix has been redesignated Appen¬ 
dix A. “Prototype Cost Limits for Low- 
Incomc Housing/* to 24 CFR Part 841. 
This change was made in connection 
with publication of the final regulations 
for the Public Housing Program— Devel¬ 
opment Phase, 24 CFR Part 841. 

Section 6<b> of the U.S* Housing Act 
provides that prototype c 06 ts be effective 


on March 15. 1977. However, written 
data, view's or statements may be filed 
with the Director. Office of Technical 
Support. HUD Central Office. 451 7th 
Street. SW., Room 6160. Washington, 
D.C. 20410, and a copy should be sent to 
the HUD Area Office. 1 North Dearborn 
Street. Chicago. Illinois 60602. 

A Finding of Inapplicability respecting 
the National Environmental Policy Act 
of 1969. has been made in accordance 
with HUD procedures. A copy of this 
Finding of Inapplicability w’ill be avail¬ 
able for public inspection during regular 
business hours in the Office of the Rules 
Docket Clerk. Office of the Secretary. 
Room 10141, Department of Housing and 
Urban Development, 451 7th 8trect, SW.. 
Washington. D.C. 

Accordingly, the prototype per unit 
cost Schedule, pursuant to 24 CFR Part 
841 Is amended as follows: 

1. At 41 FR 23329, substitute the 
revised prototype per unit cost schedule 
for Chicago, shown on the table set forth 
hereinafter entitled “Prototype Per Unit 
Cost Schedule—Region V." 

2. At 41 FR 23329, add the prototype 
per unit cost schedule for Aurora, shown 
on the table set forth hcreinafter entitled 
“Prototype Per Unit Cost Schedule 
Region V." 

(Sec. 7(d), Department of HUD Act, 42 U.S r 
3536(d).) 

Note.—I t ia hereby certified that the eco¬ 
nomic and inflationary Impacts of the imple¬ 
ment to Part 841 have been carefully evalu¬ 
ated In accordance with Executive Order No 
11821. 

Effective date: This amendment is ef¬ 
fective on March 15.1977. 

Morton A. Baruch. 

Acting Deputy Assistant Secre¬ 
tary for Housing. Federal 
Housing Com m iss loner. 


Prototype Per Unit Cost Scnrnnjc 
hm.ion v 

Number of bcdxoonu 

iT~ 1 2 3 4 A 


CldoNTO. 111.: 

I>cturh«d sod wmltletecbrd. H.4U) 

Row dwellings_ 13.210 

Walk-op.. IjJJg 

El** ralor-etructurr. —-- iA MO 

Amors. UL: , 

I Marked cuul srmlikiacbfd . U. 450 

Row dweUinca.. 

Walk-up.— U22 

KVvsior-rtroctor*- 1A6M 


17.560 

16,000 

If ISO 

IV, 600 

16,400 
16,700 
15,800 
IV. 400 


21,500 
m, Hi 

21. MO 
34,800 ^ 

IIS 

30,800 

ip 

37,330 

34.350 
| H 
30.300 

33,760 
34, W0 
33, WO 

20,100 

23, V60 

23,800 

32,100 

*s ,«0 

19,300 

23,060 

ftp 

30,800 

H*5S 

IV, «A0 
34,800 .. 

23,700 

tt.650 

30,200 

31,700 


[FR Doc.77-7568 Filed 3-14-77:8:45 amj 
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Title 34—Government Management 

CHAPTER II—GENERAL SERVICES 
ADMINISTRATION 

SUBCHAFTER C—PROPERTY MANAGEMENT 

PART 233—GUIDELINES FOR AGENCY 
IMPLEMENTATION OF T HE UNIFORM 
RELOCATION ASSISTANCE AND REAL 
PROPERTY ACQUISITION POLICIES ACT 
OF 1970, PUBLIC LAW 91-646 

Regulation* formerly appearing in 34 
CFR Part 233 ore transferred to 41 CFR 
Chapter 101 and redesignated as Subpart 
61 of that chapter. Accordingly, Part 
233 of Title 34 is hereby vacated and 
reserved. 

(Sec 205(e). 63 Stat 300. 40 U.S.C. 466(c); 
EO 11893 ) 

Effective date: This regulation is effec¬ 
tive March 15. 1977. 

N on. —The General Service# Administra¬ 
tion hJM determined that this document does 
not contain a major proposal requiring prep¬ 
aration of an Inflation Impact Statement 
under Executive Order 11821 and OMB Cir¬ 
cular A-107. 

Dated: March 7.1977. 

Robert T. Griffin, 

Acting Administrator of 
General Services. 
|PR Doc.77-7641 FUod 3-l4-77;8:46 am) 


Title 36—Parka, Forests, and Public 
Property 

CHAPTER I—NATIONAL PARK SERVICE. 

DEPARTMENT OF THE INTERIOR 

PART 60—NATIONAL REGISTER OF 
HISTORIC PLACES 

Procedures for Nominations by State 
Agencies 

On January 9, 1976. Part 60, National 
Register of Historic Places, was added to 
36 CFR by publication In the Federal 
Register (40 FR 1590*. Section 60.12 
thereof sets forth certain notification re¬ 
quirements with respect to a State’s 
nomination of properties to the National 
Register. However, due to the historic 
preservation incentives included in sec¬ 
tion 2124 of the Tax Reform Act of 1976, 
90 Stat. 1519. Federal income tax conse¬ 
quences now attach to certain categories 
of properties listed in the National Reg¬ 
ister in order to apprise property own¬ 
ers of these new consequences of Na¬ 
tional Register listing and to give prop¬ 
erty owners a full opportunity to com¬ 
ment on the proposed nominations, cer¬ 
tain amendments to 55 60.12 and 60.13 
are set forth below. It is the Depart¬ 
ment’s general policy to publish all reg¬ 
ulations for public comment before mak¬ 
ing them effective. However, in this sit¬ 
uation. the following amendments are 
made effective March 15. 1977, because 
the tax consequences of the Tax Reform 
Act of 1976 are currently in effect. These 
regulations provide for greater public 
Participation and comment in the nomi¬ 
nation process. Any comments on the 
amendments may be addressed to the 
Chief. Office of Archeology and Historic 
Preservation. National Park Service. De¬ 
partment of the Interior. Washington. 
D C. 20240. 

The originator of these procedures is 
Carol 8huH, National Par': Service. 


Accordingly. 55 60,12 <c), <d>, (e), and 
(f) and 5 60.13 of Part 60 of Chapter I 
of Title 36 of the Code of Federal Reg¬ 
ulations are hereby amended, and a new 
5 60.12(g) added, effective as of this date 
of publication* to read as follows: 

§60.12 Noli lira!ion. 

• • • • • 

(c) The identification and nomina¬ 
tion of historic and cultural resources, as 
a function that has been assumed by the 
various States, is essentially a State ac¬ 
tion. The nomination of a property is a 
proposal to the National Park Service 
and does not constitute listing. Ho w eve r , 
nominations received from the various 
States are, in the vast majority of situ¬ 
ations, accepted by the National Park 
Service. Listing in the National Register 
is a Department of the Interior decision. 
As a part of the nomination process, each 
State is required to notify property own¬ 
ers in wriUng except as specified in para¬ 
graph id) of this section of the State's 
intent to nominate a property and to 
allow a reasonable opportunity for the 
presentation of written comments con¬ 
cerning the property's significance prior 
to review board consideration. The re¬ 
quired notice shall advise the property 
ow*ner that certain Federal tax conse¬ 
quences may result from listing in the 
National Register and refer to section 
2124 of the Tax Reform Act of 1976. The 
States are aLso strongly encouraged to 
notify appropriate State, county, or mu¬ 
nicipal authorities and to allow them a 
reasonable opportunity to present writ¬ 
ten comments concerning the property's 
significance prior to review board con¬ 
sideration. 

(d> In the event of a nomination of 
a historic district of multiple owner¬ 
ships where notice to individual prop¬ 
erty owners is not practicable, each State 
is required to notify appropriate State, 
county, or municipal authorities; to pro¬ 
vide other means of general notice con¬ 
cerning the State's intent to nominate 
the district; and to allow a reasonable 
opportunity for the presentation of writ¬ 
ten comments concerning the district's 
significance prior to review board con¬ 
sideration. Such notice must point out 
that certain Federal tax consequences 
may result from listing of the district in 
the National Register and must refer to 
section 2124 of the Tax Reform Act of 
1976 in this respect. 

<e> State HLstoric Preservation Officers 
are required to obtain and submit to the 
National Park Service at the time of 
nomination the names and addresses of 
the owners of record of all properties 
nominated to the National Register by 
the State. Including all owners of prop¬ 
erties in historic districts. When the 
State Historic Preservation Officer signs 
the nomination and forwards it to the 
National Park Service, he is certifying 
that the owners of record have been ob¬ 
tained from the most current list avail¬ 
able as of the date of the nomination. 

if) State Historic Preservation Officers 
are required to inform property owners 
or appropriate local authorities when 
properties arc added to the National 
Register. 
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(g> In consultation with the State's 
Attorney General, each State should 
adopt general notification procedures 
consistent with the considerations of this 
section and provide the National Park 
Service with a copy of these procedures 
when completed, and thereafter include 
them In the annual State historic pres¬ 
ervation plan or whenever changes are 
made. 

§ 60.13 .Noliliralion of <»%*nrr« «if record 

and putil trillion in tlic “Federal 

ICcgUtrr.* 9 

(a) When a nomination from a State 
is received, the National Park Service 
shall notify in wriUng each owner of 
record submitted by the State that the 
property (or proposed historic district 
within which it is located) has been 
nominated to the National Register and 
shall allow a reasonable opportunity for 
the presentation of written comments 
concerning the property’s significance 
prior to listing the property in the Na¬ 
tional Register. Such notice shall advise 
property owners that certain Federal 
tax consequences may result from list¬ 
ing of the property in the National 
Register and refer to section 2124 of the 
Tax Reform Act of 1976 in this respect. 
The notice shall also advise the owner 
of the National Register criteria of 
evaluation as set forth herein, 

«b> When a nomination is received, 
the National Park Service shall pub¬ 
lish notice in the Federal Register that 
the property Is being considered for list¬ 
ing and shall receive additional written 
comments concerning the significance of 
the property under the National Register 
criteria for evaluation to the extent 
practicable. 

(c) The National Park Service shall 
notify the State Historic Preservation 
Officer of the listing of the property and 
publish notice of listing in the Federal 
Register on a regular basis and In a 
cumulative edition which shall appear 
once a year, usually in February. 

Dated: February 23.1977. 

Approved: 

Ernest A. Connally. 

Acting Director , 
National Park Service. 

1FR Doc 77-7676 Filed 3-14-77:8:46 nrnj 

Title 41—Public Contracts and Property 
Management 

CHAPTER 101—FEDERAL PROPERTY 

MANAGEMENT REGULATIONS 

SUBCHAFTER A—GENERAL 

| PPMR Arndt A-261 

PART 101-6—MISCELLANEOUS 
REGULATIONS 

Recodification of Guidelines for Agency 
Implementation of Uniform Relocation 
Assistance and Real Property Acquisi¬ 
tion Policies Act of 1970 

Executive Order 11893. dated Decem¬ 
ber 31. 1975, transferred certain func¬ 
tions of the General Services Adminis¬ 
tration (OSA) to the Office of Manage¬ 
ment and Budget (OMB) and resulted in 
the abolishment of the Office of Federal 

5, 1977 
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Management Policy In OSA. One func¬ 
tion that was not transferred to OMB is 
the responsibility for Implementing Pub. 
L. 91-646. The regulations implementing 
this law were codified in 34 CFR Part 
::33. OSA has determined that these reg¬ 
ulations should be transferred to 41 CFR 
Chapter 101. Therefore, the regulations 
formerly found in 34 CFR Part 233 are 
revised as set forth below and redesig¬ 
nated as Subpart 6.1 of Chapter 101 of 
Title 41. 

The table of contents for Part 101-6 is 
amended by the addition of Subpart 101- 
6.1 as follows: 


Subpart 101-6.1—Guideline* for Agency Imple¬ 
mentation of tho Uniform Relocation Aoslst* 
mne* and Real Property Acquisition Policies 
Act of 1970. Public Law 91-646 


Sec, 

101 - 6.100 

101 - 6.101 

101 - 6 . 101-1 


101 - 6 . 101-2 


101-6.101-3 
101-6.101-4 
101 - 6.102 
101 - 6 . 102-1 
101-6 102-2 

101-6.102-3 

101-6.102-4 
101-6.102-6 
101-6.102-6 
101-6.102-7 
101-6 102 8 
101-6.102-0 
101-6.102-10 
101-6.102-11 
101-6.102-12 
101-6.102-13 
101-6.102-14 
101-6.103 


101-6.103-1 

101-6.103-2 

101-6.103-3 

101-6 104 

101-6.104-1 

101-6.104-2 

101- 6.104-3 

102- 6.104 4 

101-6.104-5 

101-6.106 

101-6.105-1 
101-6.105-2 
101-6.106-3 
101 -6.105-4 
101-6.106-5 
101-6105-6 


101-6.106 

101-6106-1 
201-6 106-2 

101 -6.106-3 

101-6.106-4 

101-6.106-5 


Scope of subpJtrt. 

General 

Relocation AseUtance Imple¬ 
mentation Committee 
(RAIC). 

Federal Regional Council 
(FRC i Uniform Relocation 
and Real Property Acquisi¬ 
tion Coordination 

General consideration*. 

Applicability. 

Definition*. 

Applicability 

Comparable replacement 
dwelling 

Decent, safe, and sanitary 
housing. 

Economic rent. 

Incidental expense*. 

Initiation of negotiations 

Interest payment. 

Net earnings. 

The Act. 

Displacing agency. 

Dwelling. 

Family. 

Financial means. 

Owner. 

Aaaurnnce of adequate replace¬ 
ment housing prior to dis¬ 
placement. 

Assurance of avallabUity. 

Housing provided as a last re¬ 
sort 

Loans for planniug and pre¬ 
liminary expense*. 

Moving and related expenses. 

Eligibility. 

Actual reasonable expenses in 
moving. 

Nonallowable moving expenses 
and losses. 

Expenses In searching for re¬ 
placement business or farm. 

Actual direct losses by busl- 
neas or farm operation. 

Payments in lieu of moving 
and related expense*. 

Dwellings—schedules. 

Businesses—eligibility 

Farms. 

Nonprofit organisations. 

Net earnings. 

Amount of business fixed pay¬ 
ment. 

Replacement housing payment 
for homeowners. 

Eligibility. 

Comparable replacement 
dwelling. 

Computation of replacement 
housing payment. 

Mortgage Insurance. 

Format for computation of in¬ 
terest payment; development 
of monthly payment figures. 


Sec. 

101-6.107 


101-6.107-1 

101-6.107-2 


101-6.107-3 


101 6.106 

101-6.106-1 

101-6.106-2 

101-6 106-3 

101-6.108-4 

101-6.109 

101-6.109-1 

101-6.106-2 

101 - 6.110 
101 6.111 

101 - 6 . 111-1 
101-6 111-2 
101-6.111-3 
101-6.111-4 
101-6.111-5 
101 - 6.112 
101 - 6 . 112-1 


Replacement housing pay¬ 
ments for tenants and cer¬ 
tain others. 

Eligibility. 

Computation of replacement 
bousing payments for dis¬ 
placed tenants. 

Computation of replacement 
housing payments for cer¬ 
tain others. 

Relocation assistance advisory 
services. 

Relocation assistance advisory 
program. 

Coordination of planned relo¬ 
cation activities. 

Contracting for relocation 
servloe*. 

General contact* 

Federally assisted programs. 

Assurances. 

Administration of relocation 
assistance programs. 

Annual report | Reserved | 

Uniform real property acqui¬ 
sition policy. 

Applicability. 

Acquisition procedures 

Appraisal standards. 

Notice to move. 

Federally assisted programs. 

Administrative review. 

Procedures. 


Authority : Sec. 206(C). 83 Stat 380; 40 
U.SC, 486(c); Executive Order 11717 and 
President's Memorandum of September 6, 
1973, to the heads of departments and agen¬ 
cies, Subject: The Uniform Relocation Assist¬ 
ance and Real Property Acquisition Policies 
Act of 1970. 


Subpart 101-6.1 is added as follows: 

Subpart 101-6.1—Guidelines for Agency 
Implementation of the Uniform Reloca¬ 
tion Assistance and Real Property 
Acquisition Policies Act of 1970, Public 
Law 91-646 

§ 101—6.100 Sco|kt of aubpurt. 

This subpart applies to all programs or 
projects of a Federal agency which in¬ 
volve the acquisition of real property or 
the displacement of people, businesses, or 
farm operations. The subpart also applies 
to those federally assisted programs or 
projects conducted by a State agency, as 
the term is defined in the Act, which in¬ 
volve the acquisition of real property or 
cause the displacement of people, busi¬ 
nesses. or farm operations. The geo¬ 
graphical coverage Includes the several 
States of the United States, the District 
of Columbia, the Commonwealth of 
Puerto Rico, any territorial possession of 
the United States, the Trust Territory of 
the Pacific Islands, and any political sub¬ 
division thereof. 

g 101-6.101 Gmtnl. 

<ai The guidelines in this subpart are 
to assist Federal agencies in developing 
regulations and procedures to implement 
the Uniform Relocation Assistance and 
Real Property Acquisition Policies Act of 
1970, hereinafter referred to as the Act. 
and to ensure uniform, fair, and equit¬ 
able policies for the acquisition of real 
property and treatment of persons dis¬ 
placed by Federal and federally assisted 
programs. 

<b) The guidelines in this subpart are 
limited to those provisions of the Act 


identified by the interagency task force 
appointed in accordance with the Presi¬ 
dent's memorandum of January 4. 1971. 
They also address those problem areas 
considered by the Relocation Assistant e 
Implementation Committee (RAIC) 
since the issuance of OMB Circular 
A-103, May 1, 1972. In the event of any 
conflict between these guidelines and the 
provisions of the Act, or any other appli¬ 
cable law. the statutory provisions are 
controlling. 

§ 101-6.101—1 Hrlnrntlon AjwUlattrr 
Implementation Oimmittrc (RAIC). 

(a) Background. (1) To promote the 
uniform and effective administration of 
relocation assistance and real property 
acquisition programs, the Act authorize 
and directs the heads of Federal agencies 
to consult together on the establishment 
of regulations and procedures for the 
administration of such programs. 

(2) To achieve the uniformity re¬ 
quired by the Act, the President, by 
memorandum of January 4. 1971. di¬ 
rected the Office of Management and 
Budget to form a Relocation Assistance 
Advisory Committee. The Relocation 
Assistance Advisory Committee was 
composed of representatives of the ma¬ 
jor Federal agencies responsible for the 
administration of programs involving the 
displacement of individuals, businessr , 
and forms. 

<3) Following its initial establishment 
within the Office of Management and 
Budget, the name of the Relocation As¬ 
sistance AdvLsory Committee was 
changed to Relocation Assistance Imple¬ 
mentation Committee. The Committee 
name change fore appropriately reflects 
its role. 

(4) Pursuant to Executive Order 
11717 and the President's statement of 
September 6. 1973, the functions and 
chairmanship of the Relocation Assist¬ 
ance Implementation Committee were 
transferred from the Office of Manace¬ 
ment and Budget to the General Services 
Administration. 

(b) Membership and /unctions, tl) 
RAIC serves as the official forum at the 
national level where duly appointed rep¬ 
resentatives of several major Federal de¬ 
partments consult together on the Gov¬ 
ernment's real property acquisition and 
relocation programs. Represented on 
RAIC are the Departments of Agricul¬ 
ture; Defense; Health. Education, and 
Welfare: Housing and Urban Develop¬ 
ment: Interior; Justice; Transportation; 
and the General Services Administra¬ 
tion. The United States Postal 8ervtcc 
also participates in activities of the 
RAIC. The Administrator of General 
Services or his designee is the Chairman 
of the FtAIC and he may Invite other 
Federal agencl'** to participate as appro¬ 
priate. 

<2> RAIC is responsible for promoting 
the underlying purposes of the Act and 
for ensuring national uniformity, to the 
extent practicable, among Federal agen¬ 
cies with respect to real property acquisi¬ 
tion and relocation assistance program 
The guidelines in this subpart were pre¬ 
pared by RAIC and reflect the collective 
experience of the member agencies. 
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(3) In carrying out Its responsibilities 
RAIC makes recommendations to the 
General Services Administration regard¬ 
ing: 

<i> Revisions Federal agencies should 
make in their regulations nnd procedures 
to ensure national uniformity; 

<ii> Revisions to be made to the guide¬ 
lines to assure compliance with the in¬ 
tent and spirit of the Act: and 
<ili> Need for new legislation. 

• c > Liaison official for agencies not 
represented on the committee. Each 
agency that is responsible for the acqui¬ 
sition of real property or displacement of 
persons, businesses, or farm operations, 
and Is not represented on the Committee 
shall designate an individual to serve as 
liaison to coordinate the agency’s reloca¬ 
tion activities with the General Services 
Administration. The name of the desig¬ 
nee and any changes in designations 
shall be submitted to the Office of Space 
Planning and Management. General 
Services Administration <PR>. Washing¬ 
ton. DC 20405. 

§ 101-6.101 — 2 Federal Regional Coun¬ 
cil (t-'R(') Uniform Relocation V*- 
M*tanrr nnd Real Property Arqtsi*:- 
lion Coordinnlion. 

ia> Formation and organization . il> 
The chairmen of the Federal Regional 
Councils have been requested to ask 
council members to designate an agency 
representative who will be responsible tor 
coordination of the agency’s activities in 
the region tor the Implementation of the 
Uniform Relocation Assistance and Real 
Property Acquisition Policies Act of 1970. 
Agencies such as GSA and others having 
relocation assistance and real property 
acquisition programs, but who are not 
represented on the Federal Regional 
Councils, should be asked to provide des¬ 
ignees also. 

(2) The specific organization, struc¬ 
ture. and procedures governing regional 
coordinating mechanisms (eg., task 
force > shall be determined by each FRC 
but shall be consistent with normal FRC 
guidelines on supervision of interagency 
coordinating committees as promulgated 
by the Office of Management and Budget 
Each FRC should, however, designate 
a lead staff member to ensure continuity 
and a focal point for coordination with 
agencies in the field and in Washington. 
DC Copies of periodic reports to the 
FRC Chairman should also be forwarded 
to the Chairman of the RAIC Working 
Group. Office of Space Planning and 
Management, General Services Admin¬ 
istration. in Washington. D.C.. for in¬ 
formation. <Mailing address: General 
Services Administration (PR). Washing¬ 
ton. DC 20405.) 

<b> Objectives and resporisibitities. 
The prime objective of the FRC will be 
to provide an umbrella for regional co¬ 
ordination of relocation assistance and 
property acquisition programs 
Muong concerned Federal and federally 
agisted agencies. The FRC should un¬ 
dertake such programs as necessary to 
ensure continuing coordination and in- 
sharing among the various 
. State, and local agencies con- 
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cemed with relocation assistance and 

should: 

(1) Ensure effective coordination 
among Federal agencies in implement¬ 
ing real property acquisition and re¬ 
location assistance policies and programs 
within the region on a consistent and 
uniform basis. 

(2) Ensure effective coordination be¬ 
tween Federal agencies and State and 
local Government officials concerned with 
relocation assistance nnd real property 
acquisition. 

<3) Provide appropriate training/ 
orientation programs for Federal, State, 
and local officials responsible for reloca¬ 
tion assistance and real property acquisi¬ 
tion as needed. 

(4* Resolve in the field to the extent 
feasible and practical, conflicts and in¬ 
consistencies identified in the implemen¬ 
tation of the guidelines nnd related re¬ 
location assistance and real property ac¬ 
quisition policies. Those concerning 
agency policy matters which cannot be 
resolved in the field will be referred to 
GSA through its Under Secretaries* 
Group Representative for appropriate 
RAIC action by the Chairman with a 
copy to OMB. 

§ 101—6.101—3 f•moral combfemllotta* 

(a) In developing regulations and pro¬ 
cedures under the Act and this subpart, 
agencies should consider: 

<1> House Report No. 91-1656 of De¬ 
cember 2. 1970. a report to accompany 
S 1. Committee on Public Works. House 
of Representatives. 91st Congress. 2nd 
Session: and 

<2> Provisions of other applicable law, 
including Title VI of the Civil Rights Act 
of 1964. Title VIII of the Civil Rights 
Act of 1968, and good faith and reason¬ 
ableness. 

(b> The Act shall be applied and ad¬ 
ministered to promote its underlying 
purposes and policies. 

(c) Agencies shall iastruct officials re¬ 
sponsible for programs under this Act 
that: 

(1) A written notice of displacement 
must be given to each individual, family 
business, or farm operation to be dis¬ 
placed. The notice shall be served per¬ 
sonally or by certified (or registered) 
first-class mail; 

<2» In order to qualify for benefits 
under Title II of the Act as a displaced 
person, cither of two conditions must be 
fulfilled. 

(D The person must have moved (or 
moved his personal property) as a result 
of the receipt of a written notice to 
vacate which m iy have been given be¬ 
fore or after initiation of negotiations 
for acquisition of the property os pre¬ 
scribed by regulations Issued by the head 
of the Federal agency (When negotia¬ 
tions are initiated prior to issuance of 
a written notice, all persons contacted 
by the negotiating agency should be ad¬ 
vised that the benefits of the Act are 
available only when the person moves 
subsequent to receipt of a written no¬ 
tice.) ; or 

(ID The subject real property must 
in fact have been acquired, and the per¬ 
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son must have moved as a result of its 
acquisition (except in those instances 
covered by sections 217 and 219 of the 

Act>; 

(3) Certain of the benefits provided 
by Title II of the Act are available as 
follows: 

(D Whenever the acquisition of, or 
notice to move from, real property used 
for a business or farm operation causes 
any person to move from other real 
property used for his dwelling or to move 
hU personal property from such other 
real property, such person may receive 
the benefits provided by sections 202 (a) 
and (b) and 205 of the Act; and 

<1D If the head of the displacing 
agency determines that any person oc¬ 
cupying property immediately adjacent 
to the real property acquired is caused 
substantial economic injury because of 
the acquisition, he may offer such per¬ 
son relocation advisory services under 
section 205(c) of the Act; 

For real property acquisitions un¬ 
der Federal law, contracts or options to 
purchase real property shall not incor¬ 
porate provisions for making payments 
for relocation costs and related items in 
Title n of the Act (Appraisers shall not 
give consideration to or include in their 
real property appraisals any allowances 
for the benefits provided by Title II. In 
the event of condemnation with a 
declaration of taking, the estimated com¬ 
pensation shall be determined solely on 
the basis of the appraised value of the 
real property with no consideration be¬ 
ing given to or reference contained 
therein to the payments to be made 
under Title n of the Act.): 

(5) Agency regulations shall provide 
that applications for benefits under the 
Act are to be made within 16 months 
from the date on which the displaced 
person moves from the real property ac¬ 
quired or to be acquired; or the date on 
which the displacing agency makes final 
payment of all costs of that real prop¬ 
erty. whichever Is the later date (The 
head of an agency may extend this 
period upon a proper showing of good 
cause.); and 

(6> The provisions of the Act apply to 
the arouisition of all real property for. 
and the relocation of all persons dis¬ 
placed by. Federal programs and projects 
and programs and projects undertaken 
by State agencies which receive Federal 
financial assistance for all or part of the 
cost. It Is immaterial whether the real 
property Is acquired by a Federal or State 
agency or whether Federal funds con¬ 
tribute to the cost of the real property. 

§ IOI—6.101 — t V|»plirjil»ilil>. 

(a) Departments and agencies with 
programs that will result in the acqui¬ 
sition of real property, the displacement 
of persons, or both, are urged to promptly 
revise or amend their regulations and 
procedures consistent with the guidelines 
in this subpart. A copy of the revised 
regulations and a copy of each agency’s 
procedures pertaining to TiUe II and III 
of the Act shall be furnished to the Office 
of Bpace Planning and Management, 
General Services Administration, when 
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they arc Issued. Copies of subsequent re¬ 
visions to each agency's regulations and 
procedures shall also be furnished. 

<Mailing address: General Services Ad¬ 
ministration (PR), Washington. DC. 
20405.) 

< b) The head of each Federal agency 
shall provide for periodic review of all 
Federal and federally assisted programs 
to ensure compliance with the provisions 
of Titles II and III of the Act. 

(c> The head of each Federal agency 
shall make available to the public full 
information concerning the agency's re¬ 
location programs. He shall ensure that 
persons to be displaced are fully informed 
at the earliest possible time of such mat¬ 
ters os available relocation payments and 
assistance; the specific plans and proce¬ 
dures for ensuring that suitable replace¬ 
ment housing will be available for home- 
owners and tenants in advance of dis¬ 
placement: the eligibility requirements 
and procedures for obtaining such pay¬ 
ments and assistance: and the right of 
administrative review by the head of the 
agency concerned, as provided by $101- 
6 . 112 . 

§ 101—6, 102 Definition*. 

§ 101-6.102—1 Applicability. 

The regulations of all Federal agencies 
should conform with the definitions con¬ 
tained in the Act and this subpart. These 
definitions arc limited to the implemen¬ 
tation of the Act. The head of a Federal 
agency may expand these definitions to 
ensure greater clarity and the successful 
Implementation of his programs: how¬ 
ever. such modifications shall not result 
in a deviation In concept from these 
definitions. 

§ 101-6.102-2 Comparable replacement 
dwelling* 

A comparable replacement dwelling is 
one which Is decent, safe, and sanitary, 
and: 

la) Functionally equivalent and sub¬ 
stantially the same as the acquired dwell¬ 
ing. but not excluding newly constructed 
housing: 

(b> Adequate in size to meet the needs 
of the displaced family or individual. 
(However, at the option of the displaced 
person, a replacement dwelling may ex¬ 
ceed his needs when the replacement 
dwelling has the same number of rooms 
or the equivalent square footage as the 
dwelling from which he was displaced.); 

<c> Open to all persons regardless of 
race, color, religion, or national origin, 
consistent with the requirement of the 
Civil Rights Act of 1964 and Title VIII 
of the Civil Rights Act of 1968: 

<d> Located in an area not generally 
less desirable than the one in which the 
acquired dwelling U located with re¬ 
spect to: 

(1) Neighborhood conditions, includ¬ 
ing but not limited to municipal services 
and other environmental factors; 

<2> Public utilities; and 

(3) Public and commercial facilities; 

(e) Reasonably accessible to the dis¬ 
placed person's place of employment or 
potential place of employment; 
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(f) Within the financial means of the 
displaced family or individual; and 

«g> Available on the market to the dis¬ 
placed person. ‘See § 101-6.106-2.) 

§ 101-6.102-3 Decent, *»fc. ami sani¬ 
tary homing, 

A decent, safe, and sanitary dwelling 
is one which is found to be in sound, 
clean and weather-tight condition, and 
which meets local housing codes. The 
following criteria should be used in de¬ 
termining if a dwelling unit Is decent, 
safe, and sanitary. Adjustments may be 
made only in the cases of unusual cir¬ 
cumstances or in unique geographic 
areas, as determined by the head of the 
Federal agency. 

♦ a> Housekeeping unit. A housekeep¬ 
ing unit must include a kitchen with 
fully usable sink; a cooking stove, or 
connections for same; a separate com¬ 
plete bathroom; hot and cold running 
water in both the bathroom and kitchen; 
an adequate and safe wiring system for 
lighting and other electrical services: 
and heating as required by climatic con¬ 
ditions and local codes. 

ib> Nonhousekeeping unit . A non¬ 
housekeeping unit is one which meets 
local code standards for boarding 
houses, hotels, or other congregate living. 
If local codes do not include requirements 
relating to space and sanitary facilities, 
standards will be subject to the approval 
of the head of the Federal agency. 

<c> Occupancy stanards . Occupancy 
standards for replacement housing shall 
comply with Federal agency approved 
occupancy requirements or shall com¬ 
ply with local codes. 

<d> Absence or inadequacy of local 
standards. In those instances in which 
there Is no local housing code, a local 
housing code docs not contain certain 
minimum standards, or the standards 
are inadequate, the head of the Fed¬ 
eral agency may establish the standards. 

§ 101-6.102—4 Kronomir rrnl. 

For purposes of this subpart, economic 
rent is defined as the amount of rent the 
displaced tenant would have had to pay 
lor a comparable dwelling unit in an area 
similar to the neighborhood in which the 
dwelling unit to be acquired is located. 
iSec I 101-6.107-2.) 

§ 101-6.102-5 Incidental cxpcn»<-». 

ia) The amount, if any. necessary to 
reimburse a displaced person for reason¬ 
able cotsis incurred by him incident to 
the purchase of the replacement dwelling 
‘but not including prepaid expenses) 
s\ich as: 

< 1) Legal, closing, and related costs in¬ 
cluding title search, preparing convey¬ 
ance instruments, notary fees, surveys, 
preparing plats, and charges Incident to 
recordation: 

(2) Lenders'. FHA. or VA. appraisal 
fees: 

‘3> FHA application fee; 

(4) Certification of structural sound¬ 
ness when required by lender, FHA. or 
VA: 

<5) Credit report; 

<6> Title policies or abstracts of title: 


c7> Escrow agent's fee: and 

<8> State revenue stamps or sale or 
transfer taxes. 

»b) No fee. cost, charge, or expense is 
reimbursable as an incidental expense 
which is determined to be a part of the 
finance charge under the Truth in Lend¬ 
ing Act. Title I. Pub. L. 90-321. and 
Regulation “Z“ (12 CFR Part 226> issued 
pursuant thereto by the Board of Gov¬ 
ernors of the Federal Reserve System. 
‘See 5 101-6.106-3.) 

§ 101-6.102—6 Initiation of negotfa, 
lions* 

The term “initiation of negotiations** 
means the day on which the acquiring 
agency makes the first personal contact 
w ith the property owner or his represent¬ 
ative and furnishes him with a written 
offer to purchase the real property <See 
it 101-6.106-1 and 101-6.107-1.) 

§ 101—6.102—7 Interest payment. 

The amount, if any. necessary to com¬ 
pensate a displaced person for any in¬ 
creased interest casts, including points 
paid by the purchaser, if the acquired 
dwelling was encumbered by a bona fide 
mortgage. ‘See | 101-6.106-3.) 

§101—6.102—8 Nrt rarninp. 

The term “average annual net earn¬ 
ings" as used in subsection 202ic> of 
the Act means one-half of any net earn¬ 
ings of the business or farm operation 
before Federal. State, and local income 
taxes, during the two taxable years im¬ 
mediately preceding the taxable year in 
which such business or farm operation 
moves from the real property acquired 
for such project, or during such other 
period as the head of the displacing 
agency determines to be more equitable 
for establishing such earnings, and In¬ 
cludes any compensation paid by the 
business or farm operation to the owner, 
his spouse, or his dependents during such 
period. ‘See 5 101-6.105-5.) 

§ 101-6.102-9 The Art. 

“The Act" means the Uniform Reloca¬ 
tion Assistance and Real Property Ac¬ 
quisition Policies Act of 1970 (Public Law 
91-646*, approved January 2. 1971. 

§ 101-6.102—10 Displacing agency. 

“Displacing agency" means a Federal 
agency in the case of a direct Federal 
project, or a State agency, as defined in 
the Act. in the case of a project receiv¬ 
ing Federal financial assistance whose 
project Is causing the displacement of a 
person, business, or a farm operation. 

§ 101-6.102—11 Duelling. 

“Dwelling" means the place of perma¬ 
nent or customary and usual abode of 
a jierson. It includes a single-famtly 
building: a one-family unit in a multi¬ 
family building; a unit of a condominium 
or cooperative housing project; any 
other residential unit, including a mobile 
home which is either considered to be 
real property under State law or cannot 
be moved without substantial damage or 
unreasonable cost or is not a decent, safe, 
and sanitary dwelling. 
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§ 101-6.102-12 Family. 

A "family 0 means two or more Indi¬ 
viduals who are related by blood, adop¬ 
tion. marriage, or legal guardianship who 
live together as a family unit. However, 
upon appropriate determination by the 
head of ther Federal agency, others who 
Uve together as a family unit mny be 
treated as if they were a family for the 
purpose of determining benefits under 
Title II of the Act. 

§ 101-6.102—13 Financial mean*. 

For the purpose of determining finan¬ 
cial means of families and individuals 
in accordance with section 205(c)(3) of 
the Act. a financial means test (ability 
to pay) must be made to satisfy the re¬ 
quirements set forth In f 10l-6.106-2<f K 
In order to meet a financial means test, 
a determination should be made ns to the 
displaced person's ability to afford the 
replacement dwelling. In making this de¬ 
termination. the average monthly rental 
or housing cost (c.g., monthly mortgage 
payments, insurance for the dwelling 
unit, property taxes and other reasonable 
recurring related expenses) which the 
displaced person will be required to pay. 
m general, should not exceed 25 percent 
of the monthly gross income or the 
present ratio of housing payments to the 
income of the displaced family or indi¬ 
vidual. including supplemental payments 
made by public agencies. The regulation 
of each Federal agency may provide for 
determinations that 25 percent of 
monthly gross income for housing costs 
or the present ratio of housing payment 
to the individual income is or is not ex¬ 
cessive to the other needs of the dis¬ 
placed family or individual, such as food, 
clothing, childcare, medical expenses, 
etc. In these cases, the head of the Fed¬ 
eral agency shall establish criteria for 
determining the financial means of the 
displaced family or Individual. 

§ I0I-A.102-14 0»nrr. 

#1 Owner” means a person who holds 
fee title, a life estate, a 9D year lease, 
or an interest in a cooperative housing 
project which includes the right of occu¬ 
pancy of a dwelling unit, or is the con¬ 
tract purchaser of any such estate or 
interest, or who is possessed of such 
other proprietary interest in the prop¬ 
erty acquired as. in the Judgment of the 
head of the Federal agency, warrants 
consideration as ownership. In the case 
of one who has succeeded to any of the 
foregoing interests by devLse, bequest, 
inheritance, or operation of law. the 
tenure of ownership, but not occupancy, 
of tiie succeeding owner shall Include the 
tenure of the preceding owner. 

§ 101-6.103 A^urancf of ntlrqujit«> re- 
pljKvnirttt housing prior to displarr- 
ment. 

*0|-6.103—1 A*»uranrr of availabil¬ 
ity. 

Availability. No Federal agency 
Should proceed with any phase of a proj- 
«t or authorize a State agency to pro¬ 
ceed with any phase of a project which 
cause the displacement of any per¬ 


son until the Federal agency has deter¬ 
mined. or received satisfactory assur¬ 
ances from the displacing State agency, 
that within a reasonable period of time 
prior to a displacement, there will be 
avoilable on a basis consistent with the 
requirements of Title VIII of the Civil 
Rights Act of 1968 (P.L. 90-284), in 
areas not generally less desirable in re¬ 
gard to public utilities and public and 
commercial facilities and at rents or 
prices within the financial means of the 
families and individuals displaced, de¬ 
cent, safe, and sanitary dwellings, as 
described in 3 101-6.102-3. equal in num¬ 
ber to the number of, and available to, 
such displaced persons who require such 
dwellings and reasonably accessible to 
their places of employment. 

(b> Support The determination or 
assurances shall be based on a current 
survey and analysis of available replace¬ 
ment housing by the displacing agency. 
The survey and analysis must take into 
account the competing demands on 
available housing. (See $ 101-6.108.) 

(c> Watver . Pursuant to section 205 
(c) (3> of the Act. the head of a Federal 
agency may prescribe by regulations 
those situations in which the assurances 
described in this 3 101-6.103-1 may be 
waived. These waivers shall be limited 
only to emergency or other extraordinary 
situations in which immediate posses¬ 
sion of real property is of crucial impor¬ 
tance. Each waiver of assurance of 
replacement housing shall be supported 
by appropriate findings and a determina¬ 
tion of the necessity for the waiver. 

§ 101-6.103—2 Homing provided n* n 
la*l rr«ort. 

When it Is determined that adequate 
replacement housing is not available and 
cannot otherwise be made available, the 
head of the Federal agency may take 
action or approve action by a State 
agency to develop replacement housing. 
Federal agencies taking or approving 
such action for replacement housing will 
be guided by the criteria and procedures 
issued by the Secretary of Housing and 
Urban Development (24 CFR Part 43, 
Subpart A> in accordance with the pro¬ 
vision concerning section 206<a> of the 
Act in the President's memorandum of 
January 4. 1971. A State agency taking 
such action shall comply with the re¬ 
quirements and procedures of the Federal 
agency which provides the Federal 
financial assistance. 

§ 101—f». 103—3 I o.in* for planning and 
preliminary expense*. 

Federal agencies will be guided by the 
criteria and procedures developed by the 
Secretary of Housing and Urban Devel¬ 
opment <24 CFR Part 43, Subpart B> 
when providing loans to eligible borrow¬ 
ers for planning and other preliminary' 
expenses authorized under section 215 
of the Act. A State agency providing 
such loans shall comply with the require¬ 
ments and procedures of the Federal 
agency which provides the Federal finan¬ 
cial assistance in accordance with the 
President’s memorandum of January 4, 
1971. 


§ 101-6.104 Moving and related rx- 

prove*. 

§ 101-6.101-1 Eligibility. 

(a) Any displaced person (including 
one who conducts a business or farm op¬ 
eration) is eligible to receive a payment 
for moving expenses. A person who lives 
on his business or farm property may be 
eligible for both moving and related ex¬ 
penses as a dwelling occupant in addition 
to being eligible for payments with re¬ 
spect to displacement from a business or 
farm operation. 

<b> Any person who moves from real 
property or moves his personal property 
from real property, as a result of the 
acquisition of such real property in whole 
or part, or as a result of a written notice 
of the acquiring agency to vacate real 
property, or solely for the purposes of 
section 202 (a) and <b) of the Act as a 
result of the acquisition of. or a written 
notice of the acquiring agency to vacate, 
other real property on which such person 
conducts a farm or business, is eligible to 
receive a payment for moving expenses. 

§ 101—6.101—2 Actual rravormble cx- 
pcn^c* in moving. 

(а) Allowable moving expenses . <1> 
Transportation of individuals, families, 
and personal property from the acquired 
site to the replacement site, not to exceed 
a distance of 50 miles except where the 
displacing agency determines that re¬ 
location beyond this 50-mile area is justi¬ 
fied; 

(2) Packing and unpacking, crating 
and uncrating of personal property; 

(3) Advertising for packing, crating, 
and transportation when the displacing 
agency determines that it is necessary; 

(4) Storage of personal property for a 
period generally not to exceed 12 months 
when the displacing agency determines 
that storage is necessary in connection 
with relocation; 

(5) Insurance premiums covering loss 
and damage of personal property while 
in storage or transit; 

(б) Removal, reinstallation. reestab¬ 
lishment. including such modification as 
deemed necessary by the Federal agency 
of. and reconnection of utilities for, 
machinery, equipment, appliances, and 
other items, not acquired as real prop¬ 
erty. Prior to payment of any expenses 
for removal and re installation of such 
property, the displaced person shall be 
required to agree in writing that the 
property is personalty and that the dis¬ 
placing agency is released from any pay¬ 
ment for the property; 

(7) Property last, stolen, or damaged 
< not caused by the fault or negligence of 
the displaced person, his agent or em¬ 
ployees), in the process of moving, where 
insurance to cover such loss or damage 
is not available; and 

(8) Other reasonable expenses deter¬ 
mined to be allowable under regulations 
issued by the head of the Federal agency. 

(b) Limitations. (1) If the displaced 
person accomplishes the move himself, 
the amount of payment shall not exceed 
the estimated cast of moving commer¬ 
cially. unless the head of the responsible 
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Federal agency determines a greater 
amount Is justified. 

<2> If an item of personal property 
that is used in connection witji any busi¬ 
ness or farm operation is not moved but 
is sold and promptly replaced with a 
comparable item, reimbursement shall 
not exceed the replacement cost minus 
the proceeds received from the sale, or 
the estimated cost of moving, whichever 
is less. 

<3> If personal property that is used 
in connection with any business or farm 
operation to be moved is of low value 
and high bulk, and the cost of moving 
would be disproportionate in relation to 
the value in the Judgment of the head 
of the Federal agency responsible for the 
program or project causing the displace¬ 
ment. the allowable reimbursement for 
the expense of moving the personal 
property shall not exceed the difference 
between the amount which would have 
been received for such item on liquida¬ 
tion and the cost of replacing the same 
with a comparable item available on the 
market. This provision will be applicable 
in the cases of moving of Junk yards, 
stockpiled sand, gravel, minerals, metals, 
and similar items of personal property. 

<4* If the cost of moving or relocating 
an outdoor advertising display or dis¬ 
plays is determined to be equal to or in 
excess of the in-place value of the dis¬ 
play. consideration should be given to 
acquiring the display or displays as a 
part of the real proper tv. unless such an 
acquisition is prohibited by State law. 

§ 101-6.101-3 \on.*tllo%«ahlr turning cx- 
|teller* and 

Ca> Additional expenses incurred be¬ 
cause of living in a new location; 

<b) Cost of moving structures or other 
improvements in which the displaced 
person reserved ownership except as 
otherwise provided by law; 

(c) Improvements to the replacement 
site, except when required by law; 

(d> Interest on loans to cover moving 
expenses. 

<e> Loss of good-will; 

<t » Loss of profits: 

<g) Loss of trained employees; 

<h> Personal injury; 

<!> Cost of preparing the application 
for moving and related expenses* 

<J> Payment of search cost in connec¬ 
tion with locating a replacement dwell¬ 
ing; and 

<k> Such other items as the head of 
the Federal agency determines should be 
excluded. 

$ 101—A. 101—1 I.vprnM'* in »rarrliins 
for rrplureritrnt liu*Stu'«* or farm. 

(a> Allotrablr. (D Actual travel casta; 
t2> Extra casts for meals and lodging; 
<3> Time spent in searching at the rate 
of the displaced person's salary or earn¬ 
ings, but not to exceed $10 per hour; and 
In the discretion of the displacing 
agency, necessary broker, real estate, or 
other professional fees to locate u re¬ 
placement business or farm operation 
under circumstances prescribed in Fed¬ 
eral agency regulations. 


RULES AND REGULATIONS 

<b) Limitation. The total amount a 
displaced person may be paid for search¬ 
ing expenses may not exceed $500 unless 
the head of the Federal agency deter¬ 
mines tliat a greater amount is Justified 
because of the circumstances involved. 

5 101-6.101—5 \rlual cllrcrl lo^« by 
hu»inr»* or farm operation. 

If the displaced person does not move 
personal property, he shall be required to 
make a bona fide effort to sell it. and 
shall be reimbursed for the reasonable 
costs incurred. 

<a) When the business or farm opera¬ 
tion is discontinued, the displaced per¬ 
son is entitled to the difference between 
the fair market value of the personal 
property for continued use at its location 
prior to displacement and the sale pro¬ 
ceeds. or the estimated costs of moving 
50 miles, whichever is less. 

<b> When the personal property is 
abandoned, the displaced person is en¬ 
titled to payment for the fair market 
value of the property for continued use 
at its location prior to displacement or 
the estimated cost of moving 50 miles, 
whichever is less. 

<c> The cost of removal of the personal 
property shall not be considered as an 
offsetting charge against other payments 
to the displaced person. 

§ 101—6.103 Payment* in lieu of n»m- 
ing anti rrlaird expense*. 

§ IU1-6.10.S-I 1>» riling* ■ x linlulr*. 

*a) Subsection 202<b> of the Act pro¬ 
vides tliat at the option of the displaced 
person he may receive a moving expense 
allowance not to exceed $300 based on 
schedules established by each agency 
head. Moving allowance schedulesMain¬ 
tained by the respective State highway 
departments shall be used as the basis for 
the agency's schedules. These schedules 
should provide for adequate reimburse¬ 
ment in every locality. The Federal 
Highway Administration will approve all 
such schedules on a current basis, and 
will make them available to displacing 
agencies upon request 

<b> Where there are no highway de¬ 
partment schedules, the heads of the 
Federal agencies undertaking or provid¬ 
ing Federal financial assistance to a 
project causing displacement in such 
areas shall cooperate in the development 
of a single moving expense schedule for 
the use of all displacing agencies. 

fc> A displaced person who elects to 
receive a payment based on a schedule 
shall be paid under the schedule used in 
the jurisdiction in which the displace¬ 
ment occurs regardless of whore he 
relocates. 

§ 101—6.105—2 Bn»tnc»» c« - eligibility. 

<a) A person displaced from his busi- 
. ness, as defined in subsection 101 < 7) <A), 
<B>. and »C> of the Act, is eligible under 
subsection 202<c> of the Act to receive 
a fixed payment in lieu of moving and 
related expenses. Care must be exercised 
in each instance, however, to ensure that 
such payments are made only in connec¬ 
tion with a bona fide business. 

<b> A payment in lieu of actual rea¬ 
sonable moving expenses may be made 


under section 202 <c> of the Act to the 
disnlaced owner of a business only if the 
local agency determines that, during the 
two taxable years prior to displacement, 
or during such other period as the head 
of the Federal agency determines to be 
more equitable, the business; 

<1) Had average annual gross receipts 
of at least $2,000 in value; or 

Had average annual net earnings 
of at least $1,000 In value: or 

(3) Contributed at least 33M| percent 
of the average gross annual income of 
the owner**), including Income from all 
sources, such as welfare. 

If the application of the above criteria 
obviously creates an inequity in a given 
case, the head of the Federal agency may 
approve the use of other criteria as deter¬ 
mined appropriate. 

<c) Those businesses, described in sub¬ 
section 101 <7> <D) of the Act are not eli¬ 
gible under subsection 202<c> of the Act 
for 3 payment in lieu of moving and re¬ 
lated expenses. 

<d> Where a displaced person is dis¬ 
placed from his place of business, no pay¬ 
ment shall be made under subsection 
202<c> of the Act until after the head of 
the displacing agency determines <p 
that the business Is not part of a com¬ 
mercial enterprise having at least one 
other establishment not being acquired, 
which is engaged in the same or similar 
business, and <2> that the business can¬ 
not be relocated without a substantial 
loss of existing patronage. The determi¬ 
nation of loss of existing patronage shall 
be made by the displacing agency only 
after consideration of all pertinent cir¬ 
cumstances. including but not limited to 
the following factors: 

«1) Tv pc of business conducted by the 
displaced concern; 

<2> Nature of the clientele of the dis¬ 
placed concern: and 

<3) Relative importance of the present 
and proposed location to the displaced 
business and the availability of a suitable 
replacement location for the displaced 
person. 

g 101-6.105-3 Farm*. 

<a) Eligibility. A pavment in lieu of 
actual reasonable moving expenses may 
be made to the displaced owner of a farm 
operation according to the criteria estab¬ 
lished for displaced owners of businesses. 
(See 1 101-6.105-2.) Such n pavment may 
be made to the displaced operator of a 
farm operation only if the acquiring 
agency determines that the farm opera¬ 
tor has discontinued his entire farm 
operation at the present location or has 
relocated live entire farm operation. 

ib> Partial taking. In the case of a 
partial taking, the operator will be con¬ 
sidered to have been displaced from a 
farm operation if: 

<1> The part taken met the definition 
of a farm operation prior to the taking: 
or 

<2> The taking caused the operator to 
be displaced from the farm operation on 
the remaining land; or 

<3> The taking caused such a sub¬ 
stantial chance in the nature of the 
existing farm operation as to constitute 
a displacement. 
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If the use of the above criteria obvi¬ 
ously creates an inequity in a given case, 
the head of the Federal agency may ap¬ 
prove the use of other criteria as deter¬ 
mined appropriate. 

§ 101-6.103—1 Nonprofit orftiniuliom. 

If a nonprofit organization Is displaced, 
no payment shall be made under subsec¬ 
tion 202<c> of the Act until after the 
head of the Federal agency determines: 

<a> That the nonprofit organization 
cannot be relocated without a substantial 
loss of its existing patronage (The term 
• existing patronage'* as used in connec¬ 
tion with nonprofit organizations in¬ 
cludes the persons, community, or clien¬ 
tele served or affected by the activities of 
the nonprofit organization.); and 
(b> That the nonprofit organization is 
not part of a commercial enterprise hav¬ 
ing at least one other establishment not 
being acquired which is engaged in the 
same or similar activity. 

§ 101—6.103—5 Net mining*. 

The term "average annual net earn- 
intis** as used in subsection 202(c) of the 
Act means one-half of any net earnings 
of the business or farm operation before 
Federal. State, and local income taxes, 
during the two taxable years immediately 
preceding the taxable year in which 
*uch business or farm operation moves 
from the real property acquired for such 
project, or during such other period as 
the head of the displacing agency de¬ 
termines to be more equitable for estab¬ 
lishing such earnings, and includes any 
compensation paid by the business or 
farm operation to the owmer. his spouse, 
or his dependents during such period If 
a business or farm operation has no net 
earnings or has suffered losses during the 
period used to compute "average annual 
net earnings*' it may nevertheless re¬ 
ceive the $2,500 minimum payment au¬ 
thorized by l 101-6.105-6 

§ 101—6.103—6 Amount of htitine** fixed 
paymmu* 

The fixed payment to a person dis¬ 
placed from a farm operation or from his 
Place of business, including nonprofit 
organizations, shall be In an amount 
equal to the average annual net earnings 
of the business or farm operation, except 
that such a payment shall not be less 
than $2,500 nor more than $10,000. 

§ 101—6.106 Hrplacrmrnt liou*inc pay¬ 
ment foe lioniroMrnem. 

§ 101-6.106-1 Eligibility. 

'a> A displaced owner-occupant is 
eligible for a replacement housing pay¬ 
ment authorized by section 203(a> of the 
Act: not to exceed $15,000 if he meets 
tx>th of the follow'lng requirements: 

( 1) Actually owned and occupied the 
acquired dwelling from which displaced 
xor not less than 180 days prior to the 
initiation of negotiations for the prop¬ 
erty, or owned and occupied the prop- 
erty covered or qualified under section 
°‘ toe Act for not lew than 180 days 
prior to displacement (The term "initia- 
ttRieUattons" means the day on 
men the acquiring agency makes the 
nrst personal contact with the property 


owner or his representative and furnishes 
him with a written offer to purchase the 
real property,); and 

(2) Purchases and occupies a replace¬ 
ment dwelling, which Is decent, safe, 
and sanitary, not later than the end of 
the 1-year period beginning on the date 
on which he receives from the displacing 
agency the final payment of all costs of 
the acquired dwelling, or on the date on 
which he moves from the acquired dwell¬ 
ing. whichever is the later date. 

<b> If a displaced owner-occupant of 
a dwelling is determined to be ineligible 
under this section, he may be eligible 
for a replacement housing payment 
under« 101-6.107. 

§ 101-6.106-2 Comparable replace merit 
dwelling. 

For the purposes of rendering reloca¬ 
tion assistance by making referrals for 
replacement housing and for computing 
the replacement housing payment, a 
comparable replacement dwelling is one 
which Is decent, safe, and sanitary, and: 

<a> Functionally equivalent and sub¬ 
stantially the same as the acquired 
dwelling, but not excluding newly con¬ 
structed housing; 

<b» Adequate In size to meet the needs 
of the displaced family or Individual. 
(However, at the option of the displaced 
person, a replacement dwelling may ex¬ 
ceed his needs when the replacement 
dwelling has the same number of rooms 
or the equivalent square footage as the 
dwelling from which he was dis¬ 
placed.) ; 

<c> Open to all persons regardless of 
race, color, religion, or national origin, 
consistent with the requirement of the 
Civil Rights Act of 1964 and Title VUI 
of the Civil Rights Act of 1968: 

(d> Located In an area not generally 
less desirable than the one in which the 
acquired dwelling is located with re¬ 
spect to: 

<1> Neighborhood conditions, includ¬ 
ing but not limited to municipal services 
and other environmental factors; 

<2> Public utilities: and 

(3) Public and commercial facilities; 
(e) Reasonably accessible to the dis¬ 
placed person's place of employment or 
potential place of employment; 

<f> Within the financial means of the 
displaced family or individual; and 
f g) Available on the market to the dis¬ 
placed person. 

If housing meeting the requirmeent of 
this section is not available on the mar¬ 
ket. the head of a displacing agency may, 
upon a proper finding of the need there¬ 
for, consider available housing exceeding 
these basic criteria. 

§ 101-6.106-3 I ^imputation of rvplarr 1 - 

mcnl housing payinrnt. 

The replacement housing payment of 
not more than $15,000 comprises the fol¬ 
lowing : 

(a) Differential payment for replace¬ 
ment housing. The head of the Federal 
agency may determine the amount 
which, if any. when added to the ac¬ 
quisition cost of the dwelling acquired by 
the displacing agency, is necessary to 


purchase a comparable replacement 
dwelling by cither establishing a schedule 
or by using a comparative method The 
relocate*? is bound to the method selected 
for use by the displacing agency. 

< 1 > Schedule method. The agency may 
establish a schedule of reasonable ac¬ 
quisition costs for comparable replace¬ 
ment dwellings of the various types of 
dwellings to be acquired and available 
on the private market. The schedule shall 
be based on a current market analysis 
sufficient to support determinations of 
the amount for each type of dwelling to 
be acquired When more than one Fed¬ 
eral agency is causing displacement In 
a community or an area, the heads of the 
agencies concerned shall coordinate the 
establishment of the schedule for re¬ 
placement housing payments. 

(2) Comparative method . The ngency 
may determine the price of a comparable 
replacement dwelling by selecting a dwel¬ 
ling or dwellings that are mast repre¬ 
sentative of the dwelling unit acquired, 
are available to the displaced person, and 
meet the definition of comparable re¬ 
placement dwellings. A single dwelling 
shall be used only when additional com¬ 
parable dwellings are not available. 

(3' Alternate method. The head of the 
displacing agency may develop criteria 
for computing replacement housing pay¬ 
ments when neither the schedule method 
nor the comparative method is feasible. 
An alternate method proposed bv a State 
agency should be subject to prior concur¬ 
rence of the appropriate Federal agency. 

(4> Limitations The amount estab¬ 
lished as the differential payment for the 
replacement housing sets the upper limit 
of this payment. 

(i> If the displaced person voluntarily 
purchases and occupies a decent, safe, 
and sanitarv dw elling at a price less than 
the above, the comparable replacement 
housing payment shall be reduced to the 
amount required to pay the difference 
between the acquisition price of the ac¬ 
quired dwelling and the actual purchase 
price of the replacement dwelling. 

<li) If the displaced person volun¬ 
tarily purchases and occupies a decent, 
safe, and sanitary dwelling at a price 
less than the acquisition price of the 
acouired dwelling, no differential pay¬ 
ment shall be made. 

(b> Interest payment. The head of the 
Federal agency shall determine the 
amount. If anv. necessary to compen¬ 
sate a displaced person for any increased 
interest costs, including points raid by 
the purchaser. Such amount shall be paid 
only if the acquired dwelling w*as en¬ 
cumbered by a bona fide mortgage. The 
following shall be considered: 

U) The payment shall be equal to 
the excess in the aggregate interest and 
other debt service costs of the amount of 
the principal of the mortgage on the re¬ 
placement dwelling which is equal to the 
unpaid balance of the bona fide mort¬ 
gage on the acquired dwelling, at the 
time of acquisition, over the remaining 
term of, the mortgage on the acquired 
dwelling, reduced to discounted present 
value. 

<2> The discount rate shall be the 
prevailing interest rate paid on savings 
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deposits by commercial banks in the gen¬ 
eral area in which the replacement 
dwelling is located. 

<3* A ‘ bona fide mortgage" Is one 
which was a valid lien on the acquired 
dwelling for not less than 180 days prior 
to the initiation of negotiations. All bona 
fide mortgages on the dwelling acquired 
by the displacing agency will be used to 
compute the increased interest cost por¬ 
tion of the replacement housing payment 
(4* The computation of the payment 
for increased interest dosts will bo based 
on the actual term of the new mortgage 
or the remaining term of the old mort¬ 
gage. whichever is the lesser, and the 
computation will be based on the actual 
amount of the new mortgage or the 
amount of the old mortgage, whichever 
is the lesser. 

<i> Seller’s points are not to be In¬ 
cluded ia the interest computation 
(ii) The actual interest rate of the 
new mortgage will be used in the com¬ 
putation. 

(ill) Purchaser’s points and or loan 
origination fees will be added to the 
computed interest payment. 

(51 However, the Interest payment 
shall be based on the present value of 
the reasonable cost of the interest dif¬ 
ferential. including points paid by the 
purchaser, on the amount of the unpaid 
debt on the acquired dwelling for its 
remaining term. 

(6> See Format for computation of 
interest payment at $ 101-6.106-5. 

(c) Incidental expenses . (1) The head 
of the Federal agency shall determine 
the amount, if any. necessary to reim¬ 
burse a displaced person for reasonable 
casts incurred by him incident to the 
purchase of the replacement dwelling 
(but not including prepaid expenses* 
such as: 

(i> Legal, closing, and related costs in¬ 
cluding title search, preparing convey¬ 
ance instruments, notary fees, surveys, 
preparing plats, and charges incident to 
recordation: 

(ill Lenders’. FHA, or VA. appraisal 

dill FHA application fee: 

(iv) Certification of structural sound¬ 
ness when required by lender. FHA, or 
VA: 

<v> Credit report: 

(vO Title policies or abstracts of title: 
(vii> Escrow' agent’s fee; and 
(vilii State revenue stamps or sale or 
transfer taxes. 

(2> No fee, cost, charge, or expense is 
reimbursable as an incidental expease 
which is determined to be a part of the 
finance charge under the Truth in Lend¬ 
ing Act. Title I. Pub L. 90-321. and Regu¬ 
lation "Z" (12 CFR Part 226) Issued pur¬ 
suant thereto by the Board of Governors 
of the Federal Reserve System. 

<di Case aoina through condemnation . 
No property owner should be deprived 
of the earliest possible payment of the 
replacement housing amounts to which 
he Is rightfully due. The following pro¬ 
cedure shall be used on cases involving 
condemnation: 


(li An advance replacement housing 
payment can be computed and paid to 
a property owner if the determination 
of the acquisition price will be delayed 
pending the outcome of condemnation 
proceedings. The agency may make a 
provisional replacement housing pay¬ 
ment to the displaced homeowner based 
on the agency’s maximum offer for the 
property, providing the homeowner en¬ 
ters Into an agreement with the agency 
that: 

(O Upon final determination of the 
condemnation proceedings, the replace¬ 
ment housing payment will be recom¬ 
puted using the acquisition price deter¬ 
mined by the court as compared to the 
actual price paid or the amount deter¬ 
mined necessary to acquire a comparable, 
decent, safe, and sanitary dwelling: and 

Ul> If the amount awarded in the con¬ 
demnation proceedings as the fair mar¬ 
ket value of the property acquired plus 
the amount of the recomputed replace¬ 
ment housing payment exceeds the price 
paid for. or the acquiring agency’s de¬ 
termined cost of a comparable dwelling, 
he will refund to the acquiring agency 
an amount equal to the amount of the 


excess. However, in no event shall he be 
required to refund more than the amount 
of the replacement housing payment 
advanced. 

(2) If the property owner does not 
agree to such adjustment, the replace¬ 
ment housing payment shall be deferred 
until the case is finally adjudicated and 
computed on the basis of the final deter¬ 
mination. using the aw’ard as the acqui¬ 
sition price. 

§ 101-6.106-1 Mortgage m*uranro. 

The head of any Federal agency ad¬ 
ministering Federal mortgage insurance 
programs may. upon application by a 
mortgagee, insure any mortgage (includ¬ 
ing advances during construction) on a 
comparable replacement dwelling exe¬ 
cuted by a displaced person assisted 
under this section, if the mortgage Is 
eligible for insurance under any Federal 
lnw administered by the agency notwith¬ 
standing any requirements under the law 
relating to age. physical condition, or 
other personal characteristics of eligible 
mortgagors and may make commitme:its 
for the insurance of the mortgage prior 
to the date of execution of the mortgage. 


§ 101-6.1Q6-5 Format for computation of interest payment: Development of 
Monthly Payment Figurr*. 

REqtmiro Info*mattox 

1 Outstanding balance of mortgage on acquired dwelling. J. 

2 Outstanding balance of mortgage on replacement dwelling-—- *. 

3 Leaser of line 1 or line 2.....* *‘1’“* *. 

4 Number of months remaining until last payment la due for mortgage on 

acquired dwelling—.—------- - 

5 Number of months remaining untU last payment la due for mortgage on re¬ 

placement dwelling.. .... 

6 Leaser of line 4 or line 5 —-—*—.-...^-- 

7. Annual Interest rat© of mortgage on acquired dwelling (percent* . -. . 

8 Annual Interest rate of mortgage on replacement dwelling (or. If It Is lower, 
the prevailing annua] Interest rate currently charged by mortgage lending 
Institutions In the general area In which the replacement dwelling Is lo¬ 
cated) (percent).~.........-. 

0 Prevailing annual interest rate paid on standard passbook savings accounts 

by commercial banks (percent*-----—-—*— 

jO If applicable, any debt service costa on the loan on the replacement dwelling, 
such as points paid by the purchaser which are not reimbursable as an 
Incidental expense----—-- •. 

Development of MoNTiar Pay Mr NT Fir.uats 

A Monthly payment required to amortize a loan of t-In — -months 

(Line 3) (Lined) 

at on annual Interest rate of-percent--—— -- •.- 

(Line 7) 

B Monthly payment required to amort ice a loan of 8-In .-months 

(Line 3) (Lined) 

at an annual Interest rate of_percent-..- l- 

(Line 8* 

C Monthly payment required to amortize a loan of ♦.— In--— months 

(Line 3) (Line 6) 

at an annual interest rate of.... percent--- *. 

(Line 9) 

Calculation of Intt*est Payment 

Step 1 Subtract A from B: 

Monthly payment based on rate for replacement dwelling (B).. •-. 

Monthly payment baaed on rate (or acquired dwelling (A).-......... —♦-* 

Result (difference)---.....—---—... •. 

step 2 Divide result (difference) of step 1 by C (carry to 6 decimal places): 

Result (difference) from step 1--.....—...----.... •-- 

Monthly payment based on savings rate (C)...----—--— - 

Result (quotient)------.. 

Step 3 Multiply outstanding balance of mortgage on acquired dwelling by result 
(quotient) of step 2: 

Outstanding Balance (from Line 3)---- •. 

Result (quotient) of step 2...—------- *. 


Result (product). 


$- 
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Step 4 Add to result (product) of step 3 any debt service costa on the loan on 
the replacement dwelling: 

Result (product) of step 3. first mortgage..... 9 __ 

Result (product) of step 3, second mortgage 1 _ $__ 

Sum or difference, an applicable 1 ------ $...... 

Add debt service costs on loan on replacement dwelling (Line 10)_ $ _ 

Amount of Interest payment_____....._....___ _ 

1 If there is more than one outstanding mortgage on an acquired dwelling, the discounted 
value of each mortgage must be determined. To do this, a separate computation Is made to 
each mortgage through step 3. A consolidated step 4 U then completed. 


§ 101—6.107 Replacement limiting pay¬ 
ment* fur tenants and certain oilier*. 

§ 101-6.107-1 Eligibility. 

<a) A displaced tenant or owner-oc- 
cupant of a dwelling for less than 180 
days is eligible for a replacement housing 
payment not to exceed $4,000. as author¬ 
ized by section 204 of the Act if he actu¬ 
ally occupied the dwelling for not less 
than 90 days prior to the initiation of 
negotiations for acquisition of the prop¬ 
erty or actually occupied the property 
covered or qualified under section 217 of 
the Act for not less than 90 days prior to 
di placement The term "initiation of ne¬ 
gotiations" means the day on which the 
acquiring agency makes the first per¬ 
sonal contact with the property owner or 
his representative and furnishes him 
with a written offer to purchase the real 
property. Agencies' regulations shall pro¬ 
vide that tenants and other persons oc¬ 
cupying the property shall be advised 
when negotiations for the property are 
initiated w ith the owner thereof. 

<bi An owner-occupant of a dwelling 
for not leas than 180 days prior to the ini¬ 
tiation of negotiations is eligible for a re¬ 
placement housing payment as a tenant, 
as authorized by section 204 of the Act. 
when he rents a decent, safe, and sani¬ 
tary replacement dwelling instead of 
purchasing and occupying a replacement 
decent, safe, and sanitary dwelling not 
later than the end of the 1-year period 
beginning on the date on which he re¬ 
ceives from the displacing agency final 
payment for all costs for the acquired 
dwelling, or on the date on which he 
moves from the acquired dwelling, 
whichever is the later date. 

$ 101-6.107—2 Compulation <»f replace- 
mml hoitMng pay menu for <ti-pi tired 
tenants. 

A displaced tenant is eligible for a 
rental replacement housing payment; or, 
if he purchases replacement housing 
within l year from displacement, he is 
eligible for a dowm payment, including 
expenses incidental to closing, not to ex¬ 
ceed $4,000. 

( a) Rental replacement housing pay- 
mmt. The head of the Federal agency in¬ 
volved may determine the amount neces¬ 
sary to rent a comparable replacement 
duelling by either establishing a sched- 
ulc or by using a comparative method. 

O) Schedule method. The agency may 
establish a rental schedule for renting 
comparable replacement dwellings as de¬ 
scribed in $ 101-6.106-2 and which are 
available in the private market for the 
various types of dwellings to be acquired. 
The payment shall be computed by de¬ 
termining the amount necessary to rent 
a comparable replacement dwelling for 


4 years (the average monthly cost from 
the schedule 1 and subtracting from that 
amount 48 times the average month's 
rent paid by the displaced tenant in the 
last 3 months prior to initiation of nego¬ 
tiation. if such rent was reasonable. 
Agency regulations may prescribe cir¬ 
cumstances w hich may dictate the use of 
economic rent rather than actual rent 
paid by the displaced tenant. For pur¬ 
poses of this subpart. economic rent is 
defined as the amount of rent the dis¬ 
placed tenant would have had to pay for 
a comparable dwelling unit in an area 
similar to the neighborhood in which the 
dwelling unit to be acquired is located. 
The schedule should be based on current 
analysis of the market to determine an 
amount for each type of dwelling re¬ 
quired. When more than one Federal 
agency is causing the displacement in a 
community or an area, the agency heads 
shall cooperate in choosing the method 
for computing the replacement housing 
payment and may use uniform schedules 
of average rental housing in the commu¬ 
nity or area. 

(2) Comparative method. The agency 
may determine the average month's rent 
by selecting one or more dwellings most 
representative of the dwelling unit ac¬ 
quired, which are available to the dis¬ 
placed person and meet the definition of 
comparable replacement dwellings as de¬ 
scribed in * 101-6.106-2. The payment 
should be computed by determining the 
amount necessary to rent a comparable 
replacement dwelling for 4 years and 
subtracting from such amount 48 times 
the average month's rent paid by the dis¬ 
placed tenant in the last 3 months prior 
to Initiation of negotiations if the rent 
was reasonable. Agency regulations may 
prescribe circumstances which may dic¬ 
tate the use of economic rather than ac¬ 
tual rent paid by the displaced tenant. 

(3) Exceptions. The head of the Fed¬ 
eral agency may establish the average 
month's rent paid by the displaced per¬ 
son by using more than 3 months if he 
deems it advisable. If rent is being paid 
to the displacing agency, economic rent 
shall be used in determining the amount 
of the payment to which the displaced 
tenant is entitled. 

(4) Alternate to (/• and (2). above. 
When neither method is feasible, the 
head of the Federal agency shall develop 
criteria for computing thp payment. 

<5> Limitation , The amount of the 
rental replacement housing payment 
shall be computed by subtracting the eco¬ 
nomic rent of the acquired dwelling frum 
the lesser of; 

<i> The amount of rent actually paid 
for the replacement dwelling; or 

<U> Tile amount determUied by the 
displacing agency as necessary to rent a 
comparable replacement dwelling. 


(6) Disbursement of rental replace¬ 
ment housing payment. The head of the 
Federal agency shall develop procedures 
to implement section 204 of the Act to 
provide, within the $4,000 and 4-year 
limitations of that section, a rental re¬ 
placement housing payment that will 
enable the displacec to rent comparable, 
decent, safe, and sanitary housing. The 
amount of the rental payment under 
section 204(1) of the Aet shall be deter¬ 
mined and paid in a lump sum. except it 
shall be paid in installments if the dis¬ 
placed person so requests. 

<b> Purchases—replacement housing 
payment If the tenant elects to purchase 
instead or renting, the payment shall be 
computed by determining the amount 
necessary to enable him to make a down 
payment and to cover incidental ex¬ 
penses on the purchase of replacement 
housing, as follows: 

(1> The amount of the down payment 
shall be the lesser of: 

(1) The amount that would be re¬ 
quired as a down payment for financing 
a conventional loan on a comparable 
dwelling; or 

Mi> The amount required as a down 
payment for financing a conventional 
loon on the replacement dwelling actu¬ 
ally purchased. The amount determined 
shall be added to the amount required 
to be paid by the purchaser as points 
and or origination or loan services fee if 
such fees arc normal to real estate trans¬ 
actions in the area on the comparable 
dwelling or the replacement dwelling, 
whichever U the lesser. 

(2) Incidental expenses of closing the 
transaction nrc those as described in 
$ 101-6.106-3(0. 

(3) The maximum payment shall not 
exceed $4,000, except that if more than 
$2,000 Is required, the tenant must 
match any amount in excess of $2,000 
by an equal amount in making the down 
payment. 

(4> The full amount of the replace¬ 
ment housing payment mast be applied 
to the purchase price and incidental 
costs shown on the closing statement. 

§ 101—6.107—3 (jomput.it ion of replace¬ 

ment limiting payment* for certain 
other*. 

(a) A displaced owner-occupant who 
does not qualify for a replacement hoas- 
ing payment under 9 101-6.106 because 
of the 180 days occupancy requirement 
and elects to rent is eligible for a rental 
replacement housing payment not to ex¬ 
ceed $4,000. The payment shall be com¬ 
puted in the same manner as that shown 
in |! 101-6 l07-2(a>, except that the 
present rental rate for the acquired 
dwelling shall be economic rent as deter¬ 
mined by market data. 

(b) A displaced owner-occupant who 
docs not qualify for a replacement hous¬ 
ing payment under 5 101-6.106 because 
of the 180 day occupancy requirement 
and elects to purchase a replacement 
dwelling Is eligible for a replacement 
housing down payment and closing costs 
not to exceed $4,000. The payment shall 
be computed in the same manner as that 
shown in 9 101-6.107-2<b). 
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RULES AND REGULATIONS 


§ 101-6.108 Relocation AwUuncc Ad* 

visory Swim. 

§ 101-6.108-1 Relocation iMbUncc ad- 
\i*ory program. 

Under section 205 of the Act. the head 
of a Federal agency shall require a relo¬ 
cation assistance advisory program for 
persons displaced as a result of Federal 
or federally assisted programs or proj¬ 
ects. Federal agencies shall provide the 
advisory program where Federal projects 
are involved; State agencies shall provide 
the advisory program w’hen federally as¬ 
sisted projects are involved. Each reloca¬ 
tion assistance advisory program shall 
include such measures, facilities, or serv¬ 
ices as may be necessary or appropriate 
to perform all of the tasks detailed in 
section 205(c) of the Act. 

g 101-6.108-2 Coord ination of planned 
relocation nrtmtir*. 

(a> Federal coordination. When two or 
more Federal agencies contemplate dis¬ 
placement activities in a given commu¬ 
nity or area, the heads of the respective 
agencies reponsible for the planned ac¬ 
tivities shall require that appropriate 
channels of communication be estab¬ 
lished between the agencies for the pur¬ 
pose of planning relocation activities and 
coordinating available housing resources. 
The agencies involved shall consult with 
the appropriate Housing and Urban De¬ 
velopment Regional/Area Office within 
the Jurisdictional area concerning the 
availability of housing. "HUD Field Office 
Jurisdictions," a directory of regional 
area offices, is maintained on a current 
basis by the Department of Housing and 
Urban Development and will be fur¬ 
nished to agencies upon request. The 
agencies causing the displacement shall 
designate at least one representative who 
will meet periodically with the repre¬ 
sentatives of other Federal agencies to 
review the Impact of their respective 
programs on the community or area 

(b> Local coordination. To further en¬ 
sure maximum coordination of reloca¬ 
tion activities in a given community or 
area, each Federal agency’s regulations 
shall require that the displacing agency 
consult appropriate local officials before 
approving any proposed project In the 
community, consistent with the require¬ 
ments of the procedures promulgated by 
the Office of Management and Budget 
Circular A-95 (Revised). That circular 
provides a central point for identifying 
local officials. 

§ 101—6.108—3 Contracting for reloca¬ 
tion *ervirr%. 

<a> Contracting with central reloca - 
tion agency. The head of a displacing 
agency contemplating the initiation pi 
displacement activities shall consider 
contracting with the central relocation 
agency in a community or area for car¬ 
rying out its relocation activities. Federal 
agency regulations and procedures shall 
require specific performance standards 
for these services. The appropriate Hous¬ 
ing and Urban Development Regional/ 
Area Office shall provide Information and 
assistance, on request from other Fed¬ 
eral agencies, concerning these services. 


(b) Contracting with others. When a 
centralized relocation agency is not 
available in a community or If In the 
judgment of the displacing agency the 
centralized agency does not have the ca¬ 
pacity to provide the necessary services 
within the time required by the agency’s 
program, the displacing agency may con¬ 
tract with another public agency or a 
private contractor who can provide the 
necessary relocation services. 

§ 101-6.108—1 General contract*. 

(a) Veterans Administration (1/A). 
The Veteran’s Administration maintains 
a housing counseling service and a dis¬ 
placed persons priority program tor pro¬ 
viding VA-owned housing to displaced 
persons. These services may be made 
available to persons displaced by Federal 
and federally assisted programs, and the 
local VA Loan Guarantee Office should 
be contacted. 

(b> Small Business Administration . 
The Small Business Administration pro¬ 
vides technical and loan counseling serv ¬ 
ices for small businesses. A displaced 
businessman should be advised of these 
services. 

(c) Department of Agriculture . The 
Department of Agriculture provides 
many services through its direct action 
farmer assistance programs, activities in 
rural nonfarm communities, and also ur¬ 
ban communities of under 10,000 popula¬ 
tion. Coordination with the Farmers 
Home Administration. Department of 
Agriculture, is recommended when a 
farm operation is displaced. 

(d> Local governmental organizations. 
Local governmental organizations and 
agencies may have rent supplement, pub¬ 
lic housing, or related relocation assist¬ 
ance programs which may be utilized to 
provide housing for the occupants dis¬ 
placed from a project. Local programs 
should be utilized where they exist. Local 
non-govcmmental associations may also 
be used In helping a displaced person. 
Local real estate boards, apartment own¬ 
ers associations, home builders associa¬ 
tions, and other organizations may pro¬ 
vide information and services that will 
help obtain comparable replacement 
housing for displaced persons and suit¬ 
able replacement sites for displaced busi¬ 
nesses. Also many States have veterans’ 
organizations which offer services to vet¬ 
erans. The availability of such State or¬ 
ganizations should be ascertained and 
used. 

g 101—6.109 Federally a»*»*tcd pro¬ 
gram*. 

§ 101-6.109-1 AMurancr*. 

(a> Information. The assurances re¬ 
quired of State agencies by sections 210 
and 305 of the Act shall include a state¬ 
ment that the affected persons wUl be 
adequately informed of the benefits, poli¬ 
cies. and procedures described in the as¬ 
surances. 

<b> Inability to provide assurances. 
The head of a Federal agency shall not 
approve or authorize any action by a 
State agency which will result in the 
displacement of any person or the ac¬ 


quisition of any real property except in 
accordance with the following require¬ 
ments: 

(1) A state agency has provided satis¬ 
factory assurances as required by sec¬ 
tions 210 and 305 of the Act: or 

(2) A State agency's assurances are 
accompanied by a statement in which it 
identifies any of the assurances required 
by section 305 of the Act which it is un¬ 
able to provide, in whole or in part, under 
its laws. The statement should be sup¬ 
ported by an opinion of the chief legal 
officer of the State agency or other ap¬ 
propriate legal officer. Federal agencies 
administering federally assisted pro¬ 
grams may adopt procedures setting 
forth the conditions under which pro¬ 
jects will be approved when State 
agencies cannot fully comply with sec¬ 
tion 305 of the Act. In all cases there 
must be full compliance with all assur¬ 
ances required by section 210 of the Act. 

(c) Compliance with sections 302 and 
302 of the Act. A State agency, as part 
of the assurances reoulred by section 
305 of the Act, shall provide a state¬ 
ment indicating the extent to which 
it can comply with the provisioas of 
sections 301 and 302 of the Act. If the 
State agency indicates that it is unable 
to comply fully with any of these poli¬ 
cies. its statement shall be supported 
by an opinion of the chief legal officer 
of the State agency or other appropri¬ 
ate legal officer. State agencies should 
comply with sections 301 and 302 of the 
Act if. under State law, compliance is 
legally possible. 

«d* Monitoring assurances. The heads 
of Federal agencies shall take continu¬ 
ing action to ensure that State agencies 
are acting in accordance with the as¬ 
surances they have provided. 

§ 101—6.1O9—2 Administration of rrlora* 
lion a**J*tancr program*. 

(a) Approval A State agency electing 
to contract for services pursuant to sec¬ 
tion 212 of the Act shall enter into a 
written contract consistent with the reg¬ 
ulations of the Federal agency admin¬ 
istering the project or program causing 
the displacement. The head of the Fed¬ 
eral agency shall take affirmative action 
to ensure that the contract is so admin¬ 
istered as to provide uniform and effec¬ 
tive relocation for all displaced per¬ 
sons, consistent with these guidelines 

<b> Contract for services by State 
agencies. Contracts shall include, as a 
minimum, the following provisions: 

(1> That payments and assistance 
shall be provided in accordance with 
Federal agency regulations implement¬ 
ing the guidelines in this subpart: 

<2> That records reauired by Federal 
agency regulations shall be retained for 
a period of at least 3 years and shall 
be available for inspection by represent¬ 
atives of the Federal agency involved 
and the General Accounting Office; 

<3> Clauses required by Federal agen¬ 
cy regulations implementing Title VI or 
the Civil Rights Act of 1964 (Public Law 
88-353>: and 

(4) Any other provision approved by 
the head of the Federal agency admin - 
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tetering the federally assisted program 
or project. 

$ 101-6.110 Annual report f Reserved J 

§ 101-6.1 II Uniform real properly Ac¬ 
quisition pulley. 

& 101-6.111-1 Applicability. 

The provisions of Title III of the Act 
apply to the acquisition of real property 
for Federal and federally assisted pro¬ 
grams or projects. 

§ 101-6.111—2 Acquisition pr«M*<tlurev. 

<a) Just compensation. Section 301 
• 3> of the Act establishes the policy that 
before initiation of negotiations for the 
acquisition of real property the head of 
the Federal agency concerned shall 
e^blish an amount which he believes 
to be Just compensation therefor. In no 
event shall that amount be less than the 
money's approved appraisal of the fair 
market value of the property. 

<b> Initiation of negotiations .—(1) 
Statement to be furnished to the oumer. 
When negotiations for the acquisition of 
real property are initiated, the owner 
shall be provided with a written state¬ 
ment concerning the proposed acquisi¬ 
tion. Tills statement shall Include, as a 
minimum, the following: 

<i) Identification of the real property 
and the estate or Interest therein to be 
acquired, including the buildings, struc¬ 
tures, and other Improvements on the 
land and the fixtures considered to be a 
part of the real property ; and 

01) The amount of the estimated Just 
compensation for the property to be ac¬ 
quired as determined by the acquiring 
agency and a statement of the baste 
therefor. In the case of a partial taking, 
damages, if any, to the remaining real 
property shall be separately stated. 

<2) Offer to purchase. The head of the 
Federal agency shall make a prompt 
offer to purchase the property for the 
amount in the statement. 

§ 101-6.11 ]-3 AppmUal standard*. 

For the purpose of promoting uni¬ 
formity under section 301 <3> of the Act. 
the head of each Federal agency shall 
establish for all Federal or federally as¬ 
sisted programs under his jurisdiction 
standards for appraisals used In such 
programs, criteria for determining the 
qualifications of appraisers and a system 
of review by qualified appraisers, con¬ 
sistent with the current Issue of the Uni¬ 
form Appraisal Standards for Federal 
Lund Acquisition published by the Inter¬ 
agency Land Acquisition Conference. 

§ 101—6.111—1 Notice to move. 

Subsection 301 <5) of the Act provides 
that, to the greatest extent practicable, 
no person lawfully occupying real prop¬ 
erty shall be required to move from a 
dwelling or to move his business or farm 
operation without at least 90 days writ¬ 
ten notice from the head of the displac¬ 
ing agency of the date by which such 
move is required. This subsection applies 
only in those instances in which actual 
(^placement of persons, businesses, or 
farm operations occurs. 
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§ 101-6.111-3 Federally aiaialcd pro¬ 
grams. 

The head of each Federal agency ad¬ 
ministering Federal financially assisted 
programs carried out by State agencies 
should require that State agencies reim¬ 
burse owners for necessary expenses as 
specified in sections 303 and 304 of the 
Act The head of each Federal agency 
also should require that all State 
agencies comply with the provisions of 
sections 301 and 302 of the Act if com¬ 
pliance te legally possible under State 
law. 

§ 101—6.112 Adminfi'lrutUr rrvlew. 

§ 101-6.112-1 Procedure. 

(a) In connection with a direct Fed¬ 
eral program or project, the head of a 
Federal agency should establish proce¬ 
dures for any person aggrieved by a de¬ 
termination as to eligibility for a pay¬ 
ment authorized by the Act or the 
amount of a payment to have bis appli¬ 
cation reviewed by the head of the Fed¬ 
eral agency. In the case of a State pro¬ 
gram or project receiving Federal finan¬ 
cial assistance, the regulations of the 
Federal agency administering the pro¬ 
gram or project should require an ad¬ 
ministrative review by the head of the 
State agency. 

<b> The procedures pertaining to ad¬ 
ministrative review shall ensure the fol¬ 
lowing: 

(1) Prompt consideration of all re- 
quests for administrative review; 

<2) Prompt written notice to the 
claimant of any determination made in 
connection with his application. Tills 
written notice must Include a full ex¬ 
planation concerning any amount 
claimed which has been disallowed: and 

(3) Prompt payment of any amounts 
which are determined to be due the 
claimant. 

Effective date: This regulation is effec¬ 
tive March 15. 1977. 

Not*, —The Genera! Services Administra¬ 
tion has determined that this document does 
not contatn a major proposal requiring prep¬ 
aration of an Inflation Impact Statement 
under Executive Order 11821 and OMB Cir¬ 
cular A-107. 

Dated: March 7. 1977. 

Robert T. Griffin, 

Acting Administrator of 
General Services. 

|FR Doc.77-7542 Filed 3-14-77;«:45 ani] 


Title 45—Public Welfare 

CHAPTER VII—COMMISSION ON CIVIL 
RIGHTS 

PART 702—RULES ON HEARINGS. RE¬ 
PORTS AND MEETINGS OF THE COM¬ 
MISSION 

Government In the Sunshine Act; Final 
Rules 

AGENCY: U.S. Commission on Civil 
Rights. 

ACTION: Pinal rules. 

SUMMARY: These rules establish pro¬ 
cedures for the conduct of meetings of 
the Commissioners of the U.S. Commte- 
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sion on Civil Rights in accordance with 
the Government In the 8unshine Act, 
U.S.C. 552b, Pub. L. No. 94*409. 90 Stat. 
1241 Required by 5 USC 552b(g) of that 
Act, these rules open to public observa¬ 
tion the decisionmaking processes of the 
Commission to the fullest extent prac¬ 
ticable without sacrificing the rights of 
Individuals, or the ability oX the Com¬ 
mission to carry out its statutorily man¬ 
dated responsibilities. 

EFFECTIVE DATE: March 12. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Lawrence B. Glide, Solicitor. U.S. Com¬ 
mission on Civil Rights. 1121 Vermont 

Avenue, N.W., Washington, D C. 20425. 

(202) 254-6611. 

SUPPLEMENTARY INFORMATION: 
On January 31. 1977, the Commission 
on Civil Rights published its proposed 
Government in the Sunshine Act rules 
(42 FR 5705). The final rules are the 
same as the proposed rules except for 
some minor changes noted below. 

These rules govern all Commission 
meetings. After defining In X 702.51 the 
terms used. $ 702.52 of these rules re¬ 
quires that ail Commission meetings be 
open to the public, except when they in¬ 
volve the few carefully defined situations 
outlined In ft 702.53. Meetings concerning 
such information may be closed. Section 
702.54 relates the procedures the Com¬ 
mission must follow if it wtehes to close 
all or part of a meeting or withhold 
information pertaining to a closed meet¬ 
ing. Section 702.55 assures public knowl¬ 
edge of Commission meetings by requir¬ 
ing timely public announcements of the 
time, place and subject matter of Com¬ 
mission meetings, and whether they will 
be open or closed. Section 702.56 lists 
the records which the Commission will 
retain to indicate its conformity with 
the requirements of these rules. Section 
702.57 provides a means for persons ques¬ 
tioning Commission compliance with 
these rules to have their concerns an¬ 
swered promptly by the Commission. 

These rules also change the title of 
Part 702 to "Rules on Hearings, Reports 
and Meetings of the Commission." The 
rules presently contained in Part 702 
become "subpart A" and a new "subpart 
B" contains the Government in the Sun¬ 
shine rules described in this preamble. 

One substantive comment on the pro¬ 
posed rules was received, which suggested 
deleting 5 702.53(a)9(1) from the rules 
because the Commission lacks authority 
to regulate "currencies, securities, com¬ 
modities or financial institutions." This 
exemption is not being deleted because, 
although the Commission lacks such reg¬ 
ulatory authority, it Is empowered to 
investigate such agencies (42 U6.C. 
1975c<a) (3>) In the event (albeit un¬ 
likely) that the Commission must dis¬ 
cuss information which it has received 
from such agencies which they could dLs- 
cuss in closed session, the Commission 
has reserved the option to discuss the 
information received in closed session. 

The following additions, inadvertently 
omitted from the proposed rules, are 
made: 
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1. In 9 702.54(c)(2), the phrase -a 
written copy of such vote reflecting the 
vote of each Commissioner, and:** is 
added after the word "public " 

2. A new 9 702.54(d) (2) is added to 
read: "A copy of the certification of the 
General Counsel, together with a state¬ 
ment from the presiding officer of the 
closed meeting setting forth the time and 
place of the meeting and the persons 
present, shall be retained by the Com¬ 
mission." 

3. In 9 702.54(f), exemption (7) is 
added to the reference to 9 702.53(a) (5) 
or (6) so that it reads "9 702.53(a) (5). 

(6) or (7)." 

In addition, the word "advanced" in 
9 702.55(c)(2) becomes the word 
"changed" in the final rules to include 
situations where meetings are postponed. 

Accordingly, the proposed rules as so 
changed are adopted and 45 C.F.R. Part 
702 is amended to read as follows: 

Signed at Washington. D.C. on March 
10. 1977. 

Annan* 8 . Flf.mming. 

Chairman. 

1. The heading of Part 702 of Title 
45 as amended to read as set forth above. 

2. Section 702.1-702.18 presently exist¬ 
ing In Part 702 are designated "Subpart 
A—Hearings and Reports." 

3. A new "Subpart B—Meetings" Is 
added to Part 702 of Title 45, which is 
as follows: 

Subparl B — Meetings 

Sec. 

702.50 Purpose end scope. 

702.51 De antttons 

702.52 Open meeting requirements. 

702.53 Cloned meetings. 

702.54 Closed meeting procedures. 

702.55 Public announcement of meetings. 

702.55 Records 

702.57 Administrative review. 

Atrritoarrr: 5 UAC. 552b. Pub. L. 04 100. 
00 Stat. 1241. 

Subpart B—Meetings 

§ 702.30 Purpose and scope. 

This section contains the regulations 
of the U.S. Commission on Civil Rights 
implementing sections (a)-(f) of 5 
U.8.C. 552b, the "Oovemmcnt in the 
8unshine Act" They are adopted to fur¬ 
ther the principle that the public is en¬ 
titled to the fullest practicable informa¬ 
tion regarding the decision making proc¬ 
esses of the Commission. They open to 
public observation meetings of the Com¬ 
missioners of the U S. Commission on 
ClvU Rights except where the rights of 
individuals are involved or the ability of 
the Commission to carry out its respon¬ 
sibilities requires confidentiality. 

g 702.51 Definitions. 

(a) Commission means the U.S. Com¬ 
mission on Civil Rights and any Sub¬ 
committee of the Commission authorized 
under 42 U.8.C. 1975d(f). 

(b> Commissioner means a member of 
the U.S. Commission on Civil Rights ap¬ 
pointed by the President under 42 U.8.C. 
1975(b). 

(c) General Counsel means the Gen¬ 
eral Counsel of the U.8. Commission on 
Civil Rights. 


(d) Meeting means the deliberations 
of at least the number of Commissioners 
required to take action on behalf of the 
Commission where such deliberations de¬ 
termine or result in the joint conduct 
or disposition of official Commission 
business. 

(1) The number of Commissioners re¬ 
quired to take action on behalf of the 
Commission is four, except that such 
number is two when the Commissioners 
arc a Subcommittee of the Commission 
authorized under 42 U.8.C. 1975d(f). 

(2) Deliberations among Commis¬ 
sioners regarding the setting of the time, 
place or subject matter of a meeting, 
whether the meeting is open or closed, 
whether to withhold Information dis¬ 
cussed at a closed meeting, and any 
other deliberations required or permitted 
by 5 U.S.C. 9 552b (d) and <e) and 
9 702 54 and 9 702.55 of this subpart, are 
not meetings for the purposes of this 
subpart. 

<3) The consideration by Commis¬ 
sioners of Commission business which is 
not discussed through conference calls 
or a scries of two party calls by the 
number of Commissioners required to 
take action on behalf of the Commission 
is not a meeting for the purposes of this 
subpart. 

(e) Public announcement or publicly 
announce means the use of reasonable 
methods, such as the posting on Commis¬ 
sion public notice bulletin boards and the 
issuing of press releases, to communicate 
information to the public regarding Com¬ 
mission meetings. 

(f) Staff Director means the Staff Di¬ 
rector of the U.S. Commission on Civil 
Rights. 

g 702.52 Open meeting requirement*. 

(a> Every portion erf every Commis¬ 
sion meeting shall be open to public ob¬ 
servation. except as provided in I 702.53 
of this subpart. Commissioners shall not 
jointly conduct or dispose of agency 
business other than in accordance with 
this subpart. 

(b> This subpart gives the public the 
right to attend and observe Commission 
open meetings: it confers no right to par¬ 
ticipate in any way In such meetings. 

(c) The Staff Director shall be respon¬ 
sible for making physical arrangements 
for Commission open meetings which 
provide ample space, sufficient visibility 
and adequate acoustics for public obser¬ 
vation. 

(d) The preaiding Commissioner at an 
open meeting may exclude persons from 
a meeting and shall take all steps neces¬ 
sary to preserve order and decorum 

§ 702.53 Closed mrrlinp. 

(a> The Commission may close a por¬ 
tion or portions of a meeting and with¬ 
hold information pertaining to such 
meeting when it determines that the pub¬ 
lic Interest does not require otherwise and 
when such portion or portions of a meet¬ 
ing or the disclosure of such information 
is likely to: 

(1) Disclose matters that are <i> spe¬ 
cifically authorized under criteria estab¬ 
lished by an Executive Order to be kept 
secret in the interests of national defense 


or foreign policy and (11) In fact proper!} 
classified pursuant to such Executive 
Order; 

(2) Disclose information relating sole¬ 
ly to the Internal personnel rules and 
practices of the Commission; 

(3) Disclose matters specifically ex¬ 
empted from disclosure by statute (other 
than 5 U.S.C. 552), provided, that such 
statute (I) requires that the matters be 
withheld from the public in such a man¬ 
ner as to leave no discretion on the Issue, 
or <il) establishes particular criteria for 
withholding or refers to particular types 
of matters to be withheld; 

(4) Disclose tr.^de secrets and com¬ 
mercial or financial information obtained 
from a person and privileged or con¬ 
fidential; 

(5) Involve accusing any person of a 
crime, or formally censuring any per¬ 
son; 

<6> Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy; 

(7) Disclose investigatory records com¬ 
piled for law* enforcement purposes, or 
information which If written would be 
contained in such records, but only to the 
extent that the production of such 
records or information would (A) inter¬ 
fere wdth enforcement proceedings. 
deprive a person of a right to a fair trial 
or on impartial adjudication. (C) con¬ 
stitute an unwarranted invasion of per¬ 
sonal privacy, (D) disclose the identity 
of a confidential source and. in the case 
of a record received by the Commission 
from a criminal law enforcement author¬ 
ity in the course of a criminal Investi¬ 
gation, or by an agency conducting s 
lawful national security Intelligence in¬ 
vestigation, confidential Information fur¬ 
nished only by the confidential source 
(E) disclose investigative techniques and 
procedures, or (F) endanger the life or 
physical safety of law enforcement 
personnel; 

(8) Disclose information received by 
the Commission and contained In or re¬ 
lated to examination, operating, or con¬ 
dition reports prepared by, on behalf of. 
or for the use of an agency respomible 
for the regulation or supervision of 
financial institutions; 

(9) Disclose Information the pre¬ 
mature disclosure of which would (i> In 
the case of information received by the 
Commission from an agency which regu¬ 
lates currencies, securities, commodities, 
or financial institutions, be likely to (A) 
lead to significant financial speculation 
in currencies, securities, or commodities, 
or <B) significantly endanger the stabil¬ 
ity of any financial institution; or <ll> be 
Ukcly to significantly frustrate Imple¬ 
mentation of a proposed action, except 
that paragraph (A) shall not apply in 
any Instance where the Commission has 
already disclosed to the public the con¬ 
tent or nature of its proposed action, or 
where the Commission is required by law 
to make such disclosure on Its own initi¬ 
ative prior to taking final agency action 
on such proposal; or 

(10) Specifically concern the Commis¬ 
sion's Issuance of a subpena. or the Com¬ 
mission’s participation in a civil action 
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or proceeding, an action in a foreign 
court or Internationa] tribunal, or an 
arbitration. 

§ 702.5 I (ioMxl mrrlinc prtx-ctlurr*. 

(a) A meeting or portion thereof will 
be closed, and information pertaining to 
a closed meeting will be withheld, only 
after four Commissioners when no Com¬ 
missioner’s position is vacant, or three 
Commissioners when there is such a 
vacancy, or two Commissioners on a sub¬ 
committee authorized under 42 US.C. 
1075d(f). vote to take such action. 

<b) A separate vote shall be taken with 
respect to each meeting a portion or por¬ 
tions of which is proposed to be closed 
to the public under f 702.53. and with 
respect to any information to be with¬ 
held under $ 702.53. 

(I) A single vote may be taken with 
respect to a series of meetings, a portion 
or portions of which arc proposed to be 
closed to the public, or with respect to 
any information concerning such scries 
ol meetings, so long as: 

(1) Each meeting in such series in¬ 
volves the same particular matters, and 

<li) Is scheduled to be held no more 
than thirty (30> days after the Initial 
meeting in such series. 

<c) The Commission will vote on the 
question of closing a meeting or portion 
thereof and withholding information 
under paragraph 702.54(b> if one Com¬ 
missioner calls for such a votr. The vote 
of each Commissioner participating in 
a vote to close a meeting shall be record¬ 
ed and no proxies shall be allowed. 

d) If such vote is against dosing a 
meeting and withholding information, 
the Staff Director, within one working 
day of such vote, shall make publicly 
available by putting in a* place easily 
accessible to the public a written copy 
of such vote reflecting the vote of each 
Commissioner. 

(2) If such vote is for closing a meet¬ 
ing and withholding Information, the 
StafT Director, within one working day 
of such vote, shall make publicly avail¬ 
able by putting In a place easily acces¬ 
sible to the public a written copy of such 
vote reflecting the vote of each Commis¬ 
sioner, and: 

<1> A full written explanation of the 
decision to close the meeting or portions 
thereof (such explanation will be as de¬ 
tailed as possible without revealing the 
exempt Information); 

(II) A list of all persons other than 
ftaff members expected to attend the 
meeting and their affiliation (the identity 
of persons expected to attend such meet¬ 
ing will be withheld only if revealing 
their Identity would reveal the exempt 
information which is the subject of the 
closed meeting). 

(d) Prior to any vote to close a meet¬ 
ing or portion thereof under f 702.54(c) 
the Commissioners shall obtain from the 
General Counsel his or her opinion as 
to whether the closing of a meeting or 
Portions thereof is in accordance with 
Paragraphs <1)-(10> of § 702.53(a), 

<1) For every meeting closed in ac¬ 
cordance with paragraphs (l)-(lO) of 
1 702.53(a), the General Counsel shall 


publicly certify in wTiting that, in his or 
her opinion, the meeting may be closed to 
the public and shall cite each relevant 
exemptive provision. 

(2) A copy of certification by the Gen¬ 
eral Councel. together with a statement 
from the presiding officer of the closed 
meeting settmg forth the time and place 
of the meeting and the persons present, 
shall be retained by the Commission. 

(e) For all meetings closed to the pub¬ 
lic. the Commission shall maintain a 
complete verbatim transcript or electron¬ 
ic recording adequate to record fully the 
proceedings of each meeting, or portion 
of a meeting which sets forth the time 
and place of the meeting and the per¬ 
sons present 

(1) In the case of a meeting, a portion 
of 2 } meeting, closed to the public pur¬ 
suant to paragraphs <8>, (9)<!)(A), or 
(10) of { 702.53(a), the Commission may 
retain a set of minutes: 

<i) such minutes shall fully and clear¬ 
ly describe all matters discussed and shall 
provide a full and accurate summary of 
any actions taken, and the reasons there¬ 
for. including a description of each of 
the views expressed on any item and the 
record of any roll call vote (reflecting 
the vote of each member on the ques¬ 
tion). All documents considered in con¬ 
nection with any action shall be identi¬ 
fied in such minutes. 

(f) Any person whose interests may be 
directly affected by a portion of a meet¬ 
ing may request that such portion be 
closed to the public under S 702.53 or that 
it be open to the public if the Commission 
has voted to close (he meeting pursuant 
to \ 702.53(a) to { 702.53(a)(5). <6> or 
(7 >. The Commission will vote on the re¬ 
quest if one Commissioner asks that a 
vote be taken. 

( 1 ) Such requests shall be made to the 
Staff Director within a reasonable 
amount of time after the meeting or 
vote in question is publicly announced. 

§ 702.55 Fit birr arvxHUBeemrnt of meet¬ 
ing*. 

(a) Agenda: The Staff Director shall 
set as early as possible but in any event 
at least eight calendar days before a 
meeting, the time, place and subject mat¬ 
ter for the meeting. 

(1) Agenda items will be identified in 
detail adequate to inform the general 
public of the specific business to be dis¬ 
cussed at the meeting. 

(b) Notice: The Staff Director, as early 
as possible but in any event at least eight 
calendar days before a meeting, shall 
make public announcement of: 

<1> The time of the meeting; 

(2) Its place; 

(3) Its subject matter; 

(4) Whether it Is open or closed to the 
public; and 

<5> The name and phone number of a 
Commission staff member who will re¬ 
spond to requests for information about 
the meeting. 

(c) Chanocs: (1) The time of day or 
place of a meeting may be changed fol¬ 
lowing the public announcement required 
by { 702.55(b) of this subpart, if the Staff 
Director publicly announces such change 


at the earliest practicable time subse¬ 
quent to the decision to change the time 
of day or place of the meeting. 

(2> The date of a meeting may be 
changed following the public announce¬ 
ment required by { 702.55(b). or a meet¬ 
ing may be scheduled loss than eight 
calendar days in advance, if: 

(1) Four Commissioners when no Com¬ 
missioner’s position Is vacant, or three 
Commissioners when there is such a va¬ 
cancy. or two Commissioners on a Sub¬ 
committee authorised under 42 U-S.C. 
1975d<f), determine by recorded vote 
that Commission business requires such 
a meeting at an earlier date: and 

(U) The Staff Director, at the earliest 
practicable time following such vote, 
makes public announcement of the time, 
place and subject matter of such meet¬ 
ing, and wiiether It is open or closed to 
tiie public. 

(3 • The subject matter of a meeting or 
the determination to open or close a 
meeting or a portion of a meeting to the 
public, may be changed following the 
public announcement required by 702 - 
55<b> of tills subpart if: 

(I) Four Commissioners when no Com¬ 
missioner’s position is vacant, or three 
Commissioners when there is such a va¬ 
cancy, or two Commissioners on a Sub¬ 
committee authorized under 42 U.S.C. 
ll)75d<f), determine by recorded vote 
that Commission business so requires; 
and 

(II) The 8taff Director publicly an¬ 
nounces such change and the vote of 
each Commissioner upon such change at 
the earliest practicable time subsequent 
to the decision to make such change. 

Federal Register: Immediately 
following all public announcements re- 
ouired by { 702.55(b) and (c) of this sub¬ 
part. notice of the time, place and sub¬ 
ject matter of a meeting, whether the 
meeting is open or closed to the public, 
any change in one of the preceding, and 
the name and phone number of the of¬ 
ficial designated by the Commission to 
respond to requests for information 
about meeting, shall be submitted for 
publication in the Federal Register. 

d) Notice of a meeting will be pub¬ 
lished in the Federal Register even after 
the meeting which is the subject of the 
notice has occurred in order to provide a 
public record of oil Commission meet¬ 
ings. 

$ 702.56 Rfcord*. 

(a) The Commission shall promptly 
make available to the public In an easily 
accessible place at Commission head¬ 
quarters the following materials: 

(1)A copy of the certification by the 
General Counsel required by f 702 54(e) 

• 2) A copy of all recorded votes re¬ 
quired to be taken by these rules. 

<3> A copy of all announcements pub¬ 
lished in the Federal Register pursuant 
to this subpart. 

(4) Transcripts, electronic recordings 
and minutes of closed meetings deter¬ 
mined not to contain items of discussion 
or information which may be withheld 
under * 702.53. 
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(i) Copies of such material will be fur¬ 
nished to any person at the actual cost 
of transcription or duplication. 

i b> Requests to review or obtain copies 
of records compiled under this Act, other 
than transcripts, electronic recordings 
or minutes of a closed meeting, will be 
processed under the Freedom of Infor¬ 
mation Act and. where applicable, the 
Privacy Act regulations of the Commis¬ 
sion (Parts 704 and 706. respectively, of 
this title). Nothing In this subpart ex¬ 
pands or limits the present rights of any 
person under these rules with respect 
to such requests. 

• 1) Requests to review or obtain copies 
of transcripts, electronic recordings or 
minutes of meetings of a closed meeting 
maintained under 3 70254(e) and not 
released under $ 702.56»a> (4) shall be 
directed to the Staff Director who shall 
respond to such requests within ten (10) 
working days. 

(c) The Commission shall maintain 
a complete verbatim copy of the tran¬ 
script. a complete copy of minutes, or a 
complete electronic recording of each 
meeting, or portion of a meeting, closed 
to the public, for a period of two years 
after such meeting, or until one year 
after the conclusion of any agency pro¬ 
ceeding with respect to which the meet¬ 
ing or portion was held, whichever oc¬ 
curs later. 

§ 702.37 \dmini»!n«thr review. 

(a > Any person who believes a Com¬ 
mission action governed by this subp&rt 
to be contrary to the provisions of this 
subpart shall file In writing with the Staff 
Director an objection specifying the vio¬ 
lation and suggesting corrective action. 
Whenever possible, the Staff Director 
shall respond within ten (10) working 
days of the receipt of such objections. 

(FR Doc.77-7649 Filed 3-14-77:8:45 amj 


Title 46—Shipping 

CHAPTER IV—FEDERAL MARITIME 
' COMMISSION 

SUBCHAPTER A—GENERAL PROVISIONS 

(General Order 16. Arndt. 17. Docket No. 
76-641 

PART 502—RULES OF PRACTICE AND 
PROCEDURE 

Extraneous and Ex Parte Communications 

This proceeding was Instituted by no¬ 
tice of proposed rulemaking published in 
the Federal Register of January 4. 1977 
(42 FR 817). The purpose of the pro¬ 
ceeding was to amend those sections of 
the Commission’s rules of practice re¬ 
lating to ex parte communications In or¬ 
der to conform them to the requirements 
set forth in section 4 of the “Government 
in the Sunshine Act” tPub. L. 94-409. 
September 13. 1976) (the Act), which 
amended the Administrative Procedure 
Act (5 U.S.C. 551 et seq.) in the area of 
ex parte communications.' 

Comments were submitted by Mr. 
Leonard G. James of the law firm of 


1 For a fuller explanation of the purpose of 
the proposed amendment*, aee the notice of 
proposed rulemaking cited above. 


Graham and James and by Mr. Wade 
S. Hooker, Jr., of the law firm of Casey. 
Lane & Mittendorf. Mr. James essen¬ 
tially asks for clarification of the pro¬ 
posed rules with respect to the role of the 
Commission’s Bureau of Hearing Coun¬ 
sel in Commission proceedings. He states 
that the proposed rules do not clearly 
establish that Hearing Counsel will be 
treated like any other party as regards 
the prohibitions against making ex parte 
communications and that some confu¬ 
sion exists because Hearing Counsel arc 
employees of the Commission as well as 
parties to proceedings. The comments 
submitted by Mr. Hooker also deal main¬ 
ly with suggested clarifications. Mr. 
Hooker believes that the rules should 
make clear that they apply only to pro¬ 
ceedings subject to 5 U.8.C. 557(a». that 
only ex parte communications prohibited 
by paragraph <b> of the proposed rules 
are forbidden, that reference to a per¬ 
son who is a “party” or “agent of a par¬ 
ty” is superfluous as a result of the Act 
and furthermore confusing in certain 
respects, and other matters. We have 
carefully considered these comments 
end. as discussed below, have adopted 
one suggestion contained therein. Our 
discussion follows. 

We do not believe that the comments 
submitted by Mr. James require any 
change to the proposed rules. Mr, James 
expresses apprehensions that the Com¬ 
mission’s Bureau of Hearing Counsel 
may be given special treatment so as to 
engage in the type of activity prohibited 
by the Act and the proposed rules. There 
is nothing In the proposed rules which 
should cause any such apprehension. 
Under the present rules. Hearing Coun¬ 
sel is designated as a party to a proceed¬ 
ing and is given no special treatment by 
virtue of the fact that they may be em¬ 
ployees of the Commission. See Rule 
3«b>. 46 CFR 502.42. Furthermore, In 
the type of proceeding with which the 
Act and proposed rules deal. Hearing 
Counsel is not an “employee who Is or 
may reasonably be expected to be in¬ 
volved in the decisional process.” There 
is therefore absolutely no cause for con¬ 
cern that the rules will somehow author¬ 
ize Hearing Counsel to engage in forbid¬ 
den ex parte practices and consequently 
there Is no need to add clarifying lan¬ 
guage to them. Our present remarks in 
this regard should furthermore suffice 
to allay any possible concern. 


*A good deal of the comment* of Mr. 
James consist of unsubstantiated remark* 
to the effect that Hearing Counsel have cus¬ 
tomarily engaged in ex parte activity. More¬ 
over. Mr. James appear* to complain over 
the fact that Hearing Counsel have com¬ 
municated with Interested persons outside 
the Commission. Not only are these remarks 
unsubstantiated but In certain respects thoy 
are based upon an erroneous understanding 
of the law with respect to ex parte commu¬ 
nications. Since Hearing Counsel are not 
Involved In the decisional process, there Is 
no prohibition against their communicating 
with persons outside the Commission In¬ 
deed. In the conduct of their duties Hearing 
Counsel often contact shippers and other 
persona outside the Commission In order to 
obtain relevant evidence necessary for the 
development of a full and complete record. 


The comment* submitted by Mr 
Hooker, as noted, also deal with sugges¬ 
tions for clarifying language. After care¬ 
fully considering them, however, we are 
of the opinion that for the most part 
they are unnecessary and in certain re¬ 
spects may even contravene the purposes 
of the Act. 

Mr. Hooker suggests that the rules 
should make clear that they nre applica¬ 
ble only to proceedings which are subject 
to 5 U.8.C. 557(a) rather than to any 
proceeding as defined in section 502.61 
(Rule 5(a> >, as presently proposed. Mr 
Hooker fears that the rule’s prohibitions 
might be applied to proceedings other 
than adjudicatory or certain formal rule- 
making which was not intended by Con¬ 
gress. citing Senate Report 94-1176. 94th 
Cong.. 2d Sess., p. 29. We are not adopt¬ 
ing this suggestion. The proposed limi¬ 
tation is too narrow and could permit c> 
parte activity in proceedings intended to 
be covered. The legislative history cited 
by Mr Hooker is not clear because It de¬ 
fines the applicability of the prohibitions 
to “formal adjudicatory” proceeding 
and “a few formal rulemaking proceed¬ 
ings.” Whatever the Intended scope of 
the Act, it clearly goes beyond proceed¬ 
ings covered by 5 U.S.C. 557(a). 

Mr. Hooker suggests that the proposed 
rules delete reference to a “person who Is 
a party to or agent of a party to any pro¬ 
ceeding” or “who directly participates in 
any such proceeding”, i.e.. to delete any 
reference to a “party”, his “agent”, or 
“direct participant in a proceeding” in 
the proposed rules. He asserts that the 
language in question is “made superflu¬ 
ous as a result of the Act.” Alternatively, 
he suggests that reference to any “agent” 
be deleted. He asserts that reference to 
“agents” leads to confusion and is mere¬ 
ly a carryover from the present Commis¬ 
sion rule. 

In our opinion the deletion of specific 
references to parties, their agents, or 
participants In proceedings would not 
only be unhelpful but more confusing. It 
is certainly not the Intention of the Act 
to permit any of these persons to engage 
in ex parte activity. Our present ruie.s 
which we are proposing to amend have 
long specified that the prohibitions apply 
to parties and their agents. Furthermore, 
as wc stated in the notice of proposed 
rulemaking, cited above, specific refer¬ 
ence to “parties”, their “agents”, “inter¬ 
ested persons outside the Commission'. 
and direct participants in proceeding 
will insure that previous law on the sub¬ 
ject as well as the amendments con¬ 
tained in the Act will be encompassed 

The remainder of Mr. Hooker's com¬ 
ments consist of further suggestions for 
clarification. For example, he suggests 
that reference to ex parte communica¬ 
tions in paragraphs (b) (4) and (6) 
specify that the type of communication 
in mind is that prohibited by paragraph 
<b) of the rule. We see no need for such 
additional clarification and believe that 
it is self-evident as to the type of ex 
parte communication which Is intended 
to be prohibited. * 

A final suggestion, however, has mem. 
Mr. Hooker suggests that reference to a 
violation of the rule which could lead to 
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sanction* against a party specify that 
the violation must occur with respect to 
paragraph <b) of the rule. Since the rule 
also* contains a paragraph <a> which 
does not deal with ex parte communica¬ 
tions but rather with other pleadings or 
documents which are objectionable for 
reasons having nothing to do with ex 
parte activity, we agree that the rule 
should be clarified as suggested. 

Therefore, pursuant to section 4 of the 
Administrative Procedure Act <5 U S.C. 
553), sections 22 and 43 of the Shipping 
[ Act. 1910 (46 U.S.C. 821. 841a). and sec¬ 
tion 4 of the “Government in the Sun¬ 
shine Act“ (5 U JSC. 557(d)). Part 502 
of Title 46. Code of Federal Regulations, 
is amended as set forth below. 

§302.10 [Amended] 

1 Scctlon^502.10 is amended by insert- 
ins the following language between the 
words “cxcept M and “I 502.153“: * 502.11 
(RulelOO) and 

2. A new § 502.11 is added as follows: 

§302.11 Disposition of Improperly 
Filed Document* and E\ Parte Com¬ 
munication*. 

(a) Documents not conforming to 
rules. Any pleading, document, writing or 
other paper submitted for filing which is 
rejected because it does not conform to 
the rules in this part shall be returned to 
the sender; 

(b) Ex parte communications. (1) No 
person who is a party to or an agent of a 
party to any proceeding as defined in 
1502.61 (Rule 5(a) > or who directly par¬ 
ticipates in any such proceeding and no 
interested person outside the Commis¬ 
sion shall make or know ingly cause to be 
made to any Commission member, ad¬ 
ministrative law Judge, or Commission 
employee who is or may reasonably be 
expected to be involved in the decisional 
process of any such proceeding an ex 
parte communication relevant to the 
merits of the proceeding; 

(2) No Commission member, adminis¬ 
trative law judge, or Commission em¬ 
ployee who is or may reasonably be ex¬ 
pected to be involved in the decisional 
process of any agency proceeding, shall 
make or knowingly cause to be made to 
ao.v interested person outside the Com¬ 
mission or to any party to the proceeding 
or his agent or to any direct participant 
in a proceeding an ex parte communica¬ 
tion relevant to the merits of the pro¬ 
ceeding. This prohibition shall not be 
construed to prevent any action author¬ 
ized by paragraphs <b> (5). (6). and (7) 
of this section; 

<3) Ex parte communication means an 
oral or written communication not on the 
Public record with respect to which rea¬ 
sonable prior notice to all parties Is not 
Given, but it shall not include requests for 
status reports or communications re¬ 
garding purely procedural matters or 
matters which the Commission or mem¬ 
ber thereof, administrative law judge, or 
Commission employee Is authorized by 
** w or these rules to dispose of on an ex 
parte basis; 

(4) Any Commission member, admin¬ 
istrative law judge, or Commission em¬ 
ployee who is or may reasonably be ex¬ 
pected to be involved in the decisional 
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process of any proceeding who receives, 
or who makes or knowingly causes to be 
made, an ex parte communication shall 
promptly transmit to the Secretary of 
the Commission; 

(!) All such written communications; 

at) Memoranda stating the substance 
of all such oral communications: and 

(iii> All written responses and mem¬ 
oranda stating the substance of all oral 
responses to the materials described in 
subdivisions <D and (11) of this sub- 
paragraph; 

(5) The Secretary shall place the ma¬ 
terials described in the preceding sub- 
paragraph in the correspondence part of 
the public docket of the proceeding and 
may take such other action as may be 
appropriate under the circumstances; 

(0> Upon receipt of an ex parte 
communication knowingly made or 
know*mg]y caused to be made by a party 
to a proceeding, the Commission or the 
presiding officer may. to the extent con¬ 
sistent with the interests of justice and 
the policy of the statutes administered 
by the Commission, require the party to 
show cause why* his claim or Interest in 
the proceeding should not be dismissed, 
denied, disregarded, or otherwise ad¬ 
versely afTected on account of the mak¬ 
ing of such communication; 

«7> An ex parte communication shall 
not constitute a part of the record for 
decision. The Commission or the presid¬ 
ing officer may. to the extent consistent 
with the interests of justice and the 
policy of the statutes administered by 
the Commission, consider a violation of 
paragraph (b) of this section sufficient 
grounds for a decision adverse to a party 
who has knowingly committed such 
violation or knowingly caused such 
violation to occur and may take such 
other action as may be appropriate under 
the circumstances. [Rule Kk>] 

§502.170 (Deleted] 

3 Section 502 170 is deleted in its 
entirety. 

Effective date. Inasmuch as the ex¬ 
peditious adoption of these rules is 
desirable and inasmuch as they are 
essentially procedural in nature, they 
shall be effective on March 15, 1977 and 
5hall be applicable to all ex parte activi¬ 
ties occurring on or after the effective 
date. 

By the Commission. 

Joseph C. Polking, 
Acting Secretary. 

f FR Doc.77-7716 Piled 3-14-77;8 45 am J 


Title 47—Telecommunication 

CHAPTER i—FEDERAL 
COMMUNICATIONS COMMISSION 

| Docket No 20777; RM-1429. RM-2163; RM- 
2170; RM-2330; RM-2429; RM-2507; RM- 
2545; RM-2550 FCC 77-157) 

PART 97— AMATEUR RADIO SERVICE 
Purity of Emissions; Authorized Emissions 
Adopted: March 2.1977. 

Released: March 10.1977. 

First report and order. In the matter 
of deregulation of Part 97 of the Com¬ 
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mission's rules regarding emissions au¬ 
thorized in the Amateur Radio Service, 
Docket No. 20777. RM-1429. RM-2163. 
RM-2170. RM-2330. RM-2429. RM-2507. 
RM-2545. RM-2550. 

1. A notice of proposed rulemaking in 
the above-captioned matter was released 
April 22. 1976, and published In the Fed¬ 
eral Register on April 28, 1976 (41 FR 
17789'. The deadline for submission of 
comments by the public was June 23. 
1976. Reply comments were due by July 
23. 1976 In response to a petition by the 
American Radio Relay League, the time 
for filing comments and reply comments 
was extended to August 4. 1976 and Sep¬ 
tember 3. 1976, respectively (41 FR 
23723. June 11. 1976). 

2. Docket 20777 proposed to revise the 
amateur rules regarding authorized 
emissions. Rather than attempt piece¬ 
meal reform, the Notice proposed to de¬ 
lete all references to specific emission 
tvpes and to replace them with limita¬ 
tions on the permissible bandwidth an 
amateur signal may occupy In the vari¬ 
ous bands. Additionallv. the Notice pro¬ 
posed a purity of emissions standard 
which would replace the present regula¬ 
tions, 

3. A total of 333 persons and 8 clubs 
filed individual comments. In addition. 
23 petitions were filed as comments, 
adding 625 names. AH of these comments 
are being carefully reviewed. This First 
Report and Order will address the Prob¬ 
lem of purity of emissions only. A future 
Report and Ord*r will deal with the 
major issue of authorized band widths. 

4. The present statement of Commis¬ 
sion no!lev regarding emission nuritv in 
the Amateur Radio Service is found in 
* 97.73 of the Commission's rules. Sec¬ 
tion 97.71 states in part thftt "rslpurinus 
radiation from amateur station being 
operated with a carrier frequency below* 
144 megahertz shall be reduced or elimi¬ 
nated in accordance with good engineer¬ 
ing practice • • *" The United States, 
as a signatory to the International Tele¬ 
communications Convention (Geneva, 
19W Is bound to the international 
standards of emission nurUv. Article 12. 
AppepdW 4 of the Radio Regulations of 
the ITU. requires an attenuation of 40 
dB for spurious emissions below 30 MHz. 
and 6 f ) rlR * for emissions between 30MHz 
and 23"» MHz. 

By this Report and Order, the Com¬ 
mission brings amateur rules into con¬ 
formity with international standards. 

5. Standards for emission purity in the 
Safety and Special Radio Services are 
based on the nature of the signal trans¬ 
mitted. The modulation of the trans¬ 
mitted signal produces sidebands needed 
to carry information to the receiver, plus 
additional products caused by the modu¬ 
lation and amplification process. It is 
difficult to suppress completely the un¬ 
desired emission products without caus¬ 
ing unacceptable suppression of the side¬ 
bands earning the information being 
transmuted. A reasonable degree, how¬ 
ever. of suppression of the undesired 
emissions is needed. This is achieved by 


1 40 dB for transmitters having mean 
power of 25 watts or leas. 
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a three-step approach. For example, the 
Land Transportation Services require 
that for spurious emissions removed from 
the authorized bandwidth by more than 
50 percent but loss than 100 percent of 
the authorized bandwidth, the mean 
power must be attenuated at least 25 
decibels below the mean power <Pm> of 
the emission. For emissions removed by 
more than 100 percent but less than 250 
percent of the authorized bandwidth, at¬ 
tenuation must be at least 35 decibels be¬ 
low Pm. Bevond 250 percent, attenuation 
must be either 43dB-fl01og»» Pm or 80 dB 
below Pm. whichever is less attenuation. 
This three-step attenuation ts what can 
most likely be obtained with the usual 
tuned circuitry of RF amplifiers. Beyond 
250 percent is considered a reasonable 
point to have other additional circuitry 
which will provide the attenuation we 
wish for the other spurious and harmonic 
emissions. 

6. ThC'Standard proposed for amateur 
radio in our Notice in Docket 20777 was 
at least 40 dB for emissions removed from 
the authorized bandwidth by 250 percent 
or more of the authorized bandwidth. In 
determining a level of emission purltv for 
the amateur service, the 25dB and 35dB 
steps were not proposed since it, was in¬ 
tended to have this rule remain simple. 
The adjacent channels which the first 
two steps might affect would generally 
be within the amateur bands and the 
maintenance of non-interference would 
be handled on a self-enforcing basis 
among amateurs. However, beyond 250 
percent there exists an entire range of 
spurious and harmonic emissions which 
could create problems outside the 
amateur bands, and would not be as ob¬ 
vious to the operator until a case of inter¬ 
ference occurred. 

7. The 40dB specification was proposed 
as a first step toward the problem of 
purity of emission. 40dB represents an 
attenuation of spurious and harmonic 
emissions to a level of 1/lO.OOOtli that of 
the fundamental. This means that for 
an amateur station which has a 200 watt 
output, spurious emissions may be no 
more than 0.02 watts. Therefore. 40dB 
should provide a degree of protection to 
operations which would not be affected 
by Interfering signals of 0.02 watts or 
less. The effects will vary from location to 
location, from band to band, and for dif¬ 
ferent emission modes. It Is a level of 
attenuation which the Commission be¬ 
lieves can be readily met by most equip¬ 
ment on the market today, and would not 
require expensive re-modcling of equip¬ 
ment by the amateur. It will, however, 
restrict the use of linear amplifiers which 
are not meeting what the Commission 
regards as minimal standards of purity. 
In a memorandum to the Office of Chief 
Engineer written November 26. 1976. 
FCC OCE LAB Projects 82-025. 82-026. 
82-027. 82-028. the Laboratory Division 
detailed the results of tests of linear am¬ 
plifiers purportedly sold for use in the 
Amateur Radio Service w'hich indicate 
that many such amplifiers achieve har¬ 
monic suppression far less than 40dB. 
especially in the second and third 
harmonics. 


8. The new rule, as adopted, is a modi¬ 
fication of the rule proposed In the notice 
of proposed rulemaking. Because there 
has been no decision regarding Docket 
20777 s proposed bandwidth rules, we are 
unable to enact the rule as proposed. Sec¬ 
tion 553(a)(3) of the Administrative 
Procedures Act requires that general 
notice of a rule contain either the terms 
or substance of the proposed rule or a 
description of the subjects and Issues 
involved. Therefore, in keeping with the 
scope of this rulemaking, we arc adopt¬ 
ing the international standards of emis¬ 
sion purity which generally relate to the 
40dB level of attenuation proposed by 
Docket 20777. 

9. The International Telecommunica¬ 
tions Convention of 1959 requires that all 
spurious emissions be attenuated by 40dB 
when transmitting on frequencies below’ 
30 MHz. When utilizing frequencies 
between 30 and 235 MHz. transmitters 
with power output below 25 watte will be 
required to attenuate their spurious 
emissions by 40dB; transmitters with 
power output of 25 w’atts or more will be 
required to attenuate their spurious 
emissions by 60dB. Amateurs operating 
near the edges of amntcur bands should 
give due consideration to these attenua¬ 
tion requirements. We consider these in¬ 
ternational standards to be a minimal 
level of purity, but to have required 
higher leveLs of attenuation would not 
have been within the scope of this pro¬ 
ceeding. The Commission will be institut¬ 
ing a rulemaking to investigate the need 
for higher levels of spurious emission at¬ 
tenuation in the Amateur Radio Service. 
Additionally, upon the* disposition of 
Docket 20777. § 97.73 will be modified to 
reflect the Docket's final outcome. 

10. We received 12 comments specif¬ 
ically addressing the proposed change in 
emission standards. Of the 12, 2 sup¬ 
ported the rule change fullv, 2 supported 
some definite standards, but offered a 
different standard of emission than the 
one proposed by the Commission. 5 ex¬ 
pressed misgivings over the expense to 
the amateur and the enforcement of such 
a standard and 3 expressly preferred the 
present standard. Of those who either ex¬ 
pressed misgivings or opposed the change 
entirely, the comments of John V. Du¬ 
rant of Albuquerque. New Mexico, are 
typical. “From a pure technical stand¬ 
point. determination that the emission 
is at least 40dB below the peak output 
power on any frequency removed from 
the upper and lower limits by more than 
250 percent is a controversial < subject to 
several Interpretations > and a very 
sophisticated measurement. I do not be¬ 
lieve that even 1 percent of the presently 
licensed amateur radio operators have the 
capability or will attempt to acquire the 
capability to make such a measurement. 
Further. I doubt that from an enforce¬ 
ment standpoint < presumably FCC moni¬ 
tors > that such a regulation Is enforce¬ 
able." Other comments raised similar 
Lssues: the expense of obtaining equip¬ 
ment to monitor the spurious emissions; 
the resultant lack of adherence to the 
new r rule by the bulk of amateurs; and 
the difficulty of enforcing the rule. 


11. The problem of enforcement men¬ 
tioned bv several comments, would be no 
greater than enforcing any of the stand¬ 
ards of 55 97.6X through 97.73 Investiga¬ 
tion of interference complaints and 
normal FCC monitoring will bring the 
obvious violations to light. However, es¬ 
tablishment of a rcadilv measured stand¬ 
ard will provide a clearly defined meas¬ 
urement bv which to determine com¬ 
pliance. "Good engineering practices *, 
the present standard, has proved to be 
too indefinite a regulation to enforce ef¬ 
fectively. The change, rather than ham¬ 
pering enforcement, should aid it. 

12. Finally, we note that two of the 

comments offering technical criticism of 
the emission standards as proved make 
valid arguments. James E McShane of 
Omaha. Nebraska states. "The proposed 
5* 97 65 and 97.73 bandwldyi limitation 
standards do not take into consideration 
the range of nmateur Power usages. from 
l/10th of a W’ntt to the proposed 2 0 kW 
spread • • • Different regulations 

should be adopted for low power opera¬ 
tion and equipment, or in the alterna¬ 
tive. the regulation should be based on a 
minimum specified power, or actual 
pn w*r. whichever is greater.** Gordon 
Schlcslnger of San Diego. California 
comments. *T propose that the Commis¬ 
sion bring the stated purltv standard of 
40 decibels of attenuation below peak 
carrier power more closely into line with 
the standards existing in the Land 
Mobile service. A standard of 40 dB+ 
101og.. (peak carrier power, in watte) 
would establish an absolute standard for 
attenuation of spurious emissions. Since 
power delivered to the Input terminals of 
a receiver Is proportional to the absolute 
(not relative) output power level of the 
transmitter whose emissions are being 
received. It makes sense to require maxi¬ 
mum absolute limits to snurlous radia¬ 
tion In the Amateur Service.’* 

13. The above comments are well- 
taken. As Mr. McShane proposed, we 
have adopted the ITU regulations with 
respect to certain low power transmit¬ 
ters. Moreover, the Commission would 
like to note that the notice of proposed 
rulemaking. Docket 21000, which pro¬ 
poses increased attenuation for spurious 
emissions in the Personal Radio Services, 
contains a statement of Commission 
pollcv which promises future notices ad¬ 
dressing the matter of harmonic and 
spurious attenuation for all other serv¬ 
ices below 1 GHz, including Amateur 
radio. We would like to reaffirm that 
statement here and suggest thut the 
above comments are excellent examples 
of the ideas the Commission will be seek¬ 
ing. Adoption of these present emission 
standards will not end the Commission s 
Interest in purity of emissions, and we 
solicit noteworthy comments such as the 
above In future proceedings. 

14. Additionally, the Commission has 
recently proposed in Docket 21117 . 42 FR 
12204, March 3. 1977, type acceptance for 
commercially marketed amateur equip¬ 
ment The type acceptance standards 
proposed would require a 43+10 log 
(mean power in watte) decibel suppres¬ 
sion of spurious emissions, a standard 
similar to the one suggested above by Mr. 
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Schlesinger. As stated in the notice of 
proposed rulemaking, this degree of at¬ 
tenuation would apply only to amateur 
equipment which would be commercially 
marketed. Home-made equipment would 
be exempt from this standard and there¬ 
fore adoption of Docket 20777 s pro¬ 
posed standards is necessary to bring the 
entire amateur community into conform¬ 
ity with existing international standards. 
Until adoption of a Report and Order in 
Docket 21117. the standards herein spe¬ 
cified shall apply to both home con¬ 
structed and commercially marketed 
amateur equipment. 

15. In view of the foregoing, wc are 
of the opinion that the amended rule as 
discussed above is in the public interest, 
convenience, and necessity. Authority for 
this Amendment is contained in section 
4(1) and 303 of the Communications Act 
of 1934. as amended. 

16. Accordingly . it Is ordered, Effective 
April 15. 1D77. that Part 97 of the Com¬ 
mission's rules is amended os set out be¬ 
low. ft is further ordered. That this pro¬ 
ceeding is continued. 

<Seca. 4. 303, 48 £tat. as Amended. 1060. 1082; 
147 U5C. 154.303).) 

Federal Communications 
Commission, 

Vincent J. Mullins, 

Secretory. 

Part 97 of Chapter I of Title 47 of the 
Code of Federal Regulations is amended 
as follows: 

In ? 97.73, the headnote and text are 
revised, as follows: 

§ 97.73 Purily of rnti«.«ion*. 

*a> The mean power of any spurious 
emission or radiation from any amateur 
transmitter or external radio frequency 
power amplifier being operated with a 
carrier frequency below 30 MHz shall be 
at least 40 decibels below the mean power 
of the fundamental without exceeding 
the power of 50 milliwatts. For equip¬ 
ment of mean power less than 5 watts, 
the attenuation shall be at least 30 deci¬ 
bels. 

<b> The mean power of any spurious 
emission or radiation from any amateur 
transmitter or external radio frequency 
power amplifier being operated with a 
carrier frequency above 30 MHz but be¬ 
low 235 MHz shall be at least 60 decibels 
below the mean power of the fundamen¬ 
tal. For transmitters having mean power 
of 25 watts or less, the mean power of 
any spurious radiation supplied to the 
antenna transmission line shall be at 
least 40 decibels below the mean power 
of the fundamental without exceeding 
the power of 25 microwatts, but, in any 
event, need not be reduced below the 
Power of 10 microwatts. 

( c) Spurious emission or radiation 
from an amateur transmitter or external 
radio frequency power amplifier being 
operated with a carrier frequency above 
*35 MHz shall be reduced or eliminated 
in accordance with good engineering 
practice. 

r d> For the purposes of this section. 

spurious emission or radiation is any 


emission or radiation from a transmitter 
or any external radio frequency power 
amplifier which ts outside of the au¬ 
thorized Amateur Radio Service fre¬ 
quency band being used. 

<e) The above notwithstanding, should 
any spurious radiation, including chas¬ 
sis or power line radiation, cause harm¬ 
ful interference to the reception of other 
radio stations, the licensee may be re¬ 
quired to take such further steps as may 
be necessary to eliminate the interfer¬ 
ence in accordance with good engineer¬ 
ing practices. 

IFR Doc.77-7598 Filed 3-14-77:8:45 amj 


Title 49—Transportation 

CHAPTER IX—UNITED STATES 
RAILWAY ASSOCIATION 

PART 903—GOVERNMENT IN THE 
SUNSHINE ACT REGULATIONS 

Open Meeting Requirement 

AGENCY: United States Railway Asso¬ 
ciation. 

ACTION: Final Rule. 

SUMMARY: This rule sets forth the pro¬ 
cedures which wdll be followed by the 
Association in compliance with the open 
meeting requirement of the Government 
in the Sunshine Act (5 U.S.C. 552b). 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Donald C. Cole. Vice President and 
Secretary. United States Railway As¬ 
sociation. 2100 Second Street SW.. 
Washington, D.C. 20595. 

EFFECTIVE DATE: March 12.1977. 

SUPPLEMENTARY INFORMATION. 
On February 3,1977. a notice of proposed 
rulemaking was published in the Federal 
Recister (42 FR 6614), stating that the 
United States Railway Association ("the 
Association") was considering the issu¬ 
ance of regulations to implement the 
Government In the Sunshine Act which, 
inter alia, requires the Association to 
open its meetings to public observation 
unless the Association decides to close 
its meetings pursuant to a Sunshine Act 
exemption. The proposal would add a 
new part 903 to Chapter IX of Title 49 
of the Code of Pedcral Regulations. 

Interested persons were afforded an 
opportunity to participate in the rulc- 
mnking through the submission of com¬ 
ments. Two persons provided comments, 
which were considered. 

In consideration of the foregoing and 
on the basis of further staff review. 49 
CFR. Chapter IX is amended by adding 
a new Part 903. as set forth below. 

Issued In Washington, DC., on 
March 9.1977. 

Arthur D. Lewis. 
Chairman of the Board. 
United States Railway Association. 

Sec. 

903 I Purpose and Scope. 

903.2 Definitions. 

903.3 Open meeting policy. 

903 4 Scheduling and public announce¬ 
ment of meetings 


Sec. 

903 5 Public announcement of changes In 
meetings. 

903 6 Public announcement of emergency 
meetings. 

903 7 Ca*ea In which a meeting may be 
eloeed and Information may be 
withheld. 

003.8 Procedures for closing meetings and 
withholding information; public 
availability of recorded vote to 
close meetings and other Infor¬ 
mation. 

903 9 Certification by Genera] Counsel. 
903.10 Requests by affected persons for 
closed meetings. 

903 11 Providing Information to the public. 
903 12 Publication of notice In the Federal 
Rrr.TVTT*. 

903 13 Meeting places 

903 14 Procedures for open meetings. 

903 15 Records of eloped meetings. 

903 18 Availability of records to the public. 

AuthosITT : Subeec (g) of t*e Government 
in the Sunshine Art (5 U.S.C. |S52b(g): 
Sub^ec. 202(a)(4) of the Regional Rail 
Reorganisation Act of 1973, as amended (45 
U.SC. 1712(a)(4)). 

§ 003.1 Purpose »n«l *copr. 

(a) Section 552b of Title 5. United 
States Code, the Government in the Sun¬ 
shine Act (“the Act") requires each 
agency to open every portion of every 
meeting to public observation and to 
make available to the public any infor¬ 
mation pertaining to such meetings 
required by section 552b to be disclosed 
to the public, except where the agency 
properly determines that such portion 
or portions of its meeting or the disclo¬ 
sure of such information is exempt under 
section 352b(c) of the Act. 

(b) This part sets forth the Associa¬ 
tion’s procedures for implementing the 
Act with respect to meetings of its Board 
of Directors. Executive Committee, or 
other committees of the Board of Direc¬ 
tors. except the Finance Committee 
which, as authorized by section 201 of 
the Regional Rail Reorganization Act of 
1973. as amended (45 U.S.C. 711), issues 
separate regulations to permit public 
attendance at open meetings (See 49 
CFR Part 905). 

§ 903.2 Definition*. 

Unless otherwise required by the con¬ 
text. the following definitions apply in 
this part: 

"Act" means the Government in the 
Sunshine Act (5 U.S.C. 552b). 

"Association" means the United States 
Railway Association. 

"Board of Directors" means the Board 
of Directors of the Association, estab¬ 
lished by section 201 of the Regional 
Rail Reorganization Act of 1973, as 
amended, 45 U.S.C. 711. and Includes 
the Executive Committee established 
thereunder, and any other Committee of 
the Board of Directors except the 
Finance Committee. 

"Meeting" means the deliberation of 
at least the number of Individual mem¬ 
bers of the Board of Directors whose 
deliberations determine or result in the 
Joint conduct or disposition of official 
Association business, but does not include 
deliberations required or permitted by 
section 552b (d) or (e) of the Act. 
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§ <>03.3 Open rnffiinp policy. 

It is the policy of the Association that 
meetings are presumptively open to pub¬ 
lic observation to the fullest extent con¬ 
sistent with the protection of individual 
rights and the Association's obligation 
to carry out its responsibilities and du¬ 
ties. A meeting, portion of a meeting, or 
series of meetings will not be closed to 
public observation unless the Board of 
Directors determines specifically, pursu¬ 
ant to 3 903.7, both that the subject mat¬ 
ter is exempt from the open meeting 
requirements of the Act and that the 
public interest does not require opening. 
No information pertaining to the meeting 
shall be withheld unless the Board of 
Directors determines specifically pursu¬ 
ant to I 903.7. both that the information 
is exempt from disclosure and that the 
public interest does not require dis¬ 
closure. 

g 903.4 Scheduling and public an¬ 
nouncement of meeting*. 

(a) Except as provided in 85 903.5 and 
003.6 of this part, the Board of Direc¬ 
tors will make a public announcement 
at least one week before a meeting it has 
scheduled. The announcement will in¬ 
clude a statement of: 

(1) The time, place, and subject mat¬ 
ter of the meeting: 

(2) Whether the meeting is open or 
closed to the public : and 

<3> The name and telephone number 
of the Association official who will re¬ 
spond to requests for information about 
the meeting. 

<b> If announcement of the subject 
matter of a closed meeting would reveal 
the information that the meeting itself 
was closed to protect, the subject matter 
of the meeting will not be announced. 

§ 903.3 Public announcement of 
changes In meeting*. 

<a> After public announcement of a 
meeting, the time and place of the meet¬ 
ing will be changed only if the change is 
publicly announced at the earliest prac¬ 
ticable time. 

(b> After public announcement of a 
meeting, the subject matter of a meet¬ 
ing or the determination to open or 
close a meeting or portion of a meeting 
to the public will be changed only: 

(1) Upon the recorded vote of a ma¬ 
jority of the membership of the Board 
of Directors that Association business 
required the change and that no earlier 
announcement was possible: and 

(2) Upon a public announcement at 
the earliest practicable time of the 
change and of the vote of each member. 

§ 903.6 Public Announcement of emer¬ 
gency meeting* 

When an emergency or extraordinary 
Association business so requires, the 
Board of Directors may decide, upon & 
recorded vote of a majority of its mem¬ 
bers, to schedule a meeting for a date 
earlier than provided in paragraph (a) 
of « 903.4 and shall, at the earliest prac¬ 
ticable time, make a public announce¬ 
ment pursuant to the procedures In 
8 903.4. 
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§ 903.7 Caac* in which a meeting may 
be closed anil information tuny be 
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fa) A meeting, portion or portions of a 
meeting, or scries of meetings may be 
closed to public observation and infor¬ 
mation pertaining to such meeting or 
meetings may be withheld from the 
public when the Board of Directors 
determines that the meeting or disclo¬ 
sure of that information, is likely to: 

(1) Disclose matters that arc <i> 
specifically authorized under criteria 
established by an Executive Order to be 
kept secret in the interests of national 
defense or foreign policy and (ii) in fact 
properly classified pursuant to such 
Executive Order: 

(2) Relate solely to the internal per¬ 
sonnel rules and practices of the Asso¬ 
ciation: 

( 3) Disclose matters specifically ex¬ 
empted from disclosure by statute (other 
than section 552 of Title 5. United States 
Code), Provided That such statute (1) 
requires that the matters be withheld 
from the public in such a manner as to 
leave no discretion on the issue, or (ii) 
establishes particular criteria for with¬ 
holding or refers to particular types of 
matters to be withheld; 

(4) Disclose trade secrets and com¬ 
mercial or financial information ob¬ 
tained from a person and privileged or 
confidential; 

(5) Involve accusing any person of a 
crime, or formally censuring any person; 

(6> Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy: 

(7> Disclose investigatory records 
compiled for law enforcement purposes, 
or information which if written would 
be contained in such records, but only to 
the extent that the production of such 
records or information would «i> inter¬ 
fere with enforcement proceedings. <ii> 
deprive a person of a right to a fair trial 
or an impartial adjudication, (iii) con¬ 
stitute an unwarranted invasion of per¬ 
sonal privacy, (iv) disclose the identity 
of a confidential source and. In the case 
of a record compiled by a criminal law 
enforcement authority in the course of a 
criminal investigation, or by an agency 
conducting a lawful national security in¬ 
telligence investigation, confidential in¬ 
formation furnished only by the confi¬ 
dential source. <v) disclose investigative 
techniques and procedures, or <vi> en¬ 
danger the life or physical safety of law 
enforcement personnel: 

(8) Disclose information contained in 
or related to examination, operation, or 
condition reports prepared by. on behalf 
of. or for the use of an agency responsible 
for the regulation or supervision of fi¬ 
nancial institutions: 

(9) Disclose information the prema¬ 
ture disclosure of which would: 

«i> In the case of an action bv the As¬ 
sociation involving regulation of curren¬ 
cies. securities, commodities, or financial 
institutions, be likely to (A) lead to sig¬ 
nificant financial speculation In curren¬ 
cies. securities, or commodities. Or <B> 


significantly endanger the stability of 
any financial institution: or. 

• ii) Be likely significantly to frustrate 
implementation of a proposed Associa¬ 
tion action, except that subparagraph 
di) hereof shall not apply in any in¬ 
stance where the Association has already 
disclosed to the public the content or na¬ 
ture of its proposed action, or where the 
Association is required by law to make 
such disclosure on Its own initiative prior 
to taking final Association action on such 
proposal; or. 

(10) Specifically concern the Associa¬ 
tion's issuance of a subpoena, or its par¬ 
ticipation in a civil action or proceeding 
an action in a foreign court or interna¬ 
tional tribunal, or an arbitration, or the 
initiation, conduct, or disposition by it 
of a particular case of formal adjudica¬ 
tion pursuant to the procedures in sec¬ 
tion 554 of Title 5. United 8tates Code or 
otherwise Involving a determination on 
the record after opportunity for a hear¬ 
ing. 

(b) Where the Board of Directors has 
determined that a meeting, portion or 
portions thereof or a series of meetings 
may be closed or that any information 
related thereto may be withheld pursu¬ 
ant to I 903.7(a) of these regulations, the 
Board of Directors shall also determine 
whether the public interest nevertheless 
requires that the meeting be open or the 
information be disclosed to the public. 

§ 903.8 Procedure* for »losing meeting* 
and %ri|liliuiding information; pub¬ 
lic availability of recorded vole to 
clo*r meeting* and oilier information. 

(a) The Board of Directors may decide 
to close a meeting, or a portion thereof, 
or to withhold information pertaining 
thereto, only upon the affirmative vote 
of a majority of its entire membership A 
separate vote of the members will be 
taken with respect to each Association 
meeting, a portion or portions of which 
are proposed to be closed or with respect 
to any information which is proposed to 
be withheld under 8 903.7. 

<b) A single vote may be taken with 
respect to a series of meetings, all or por¬ 
tion of which are proposed to be closed 
to public observation, or with respect to 
any information concerning the series of 
meetings, if each meeting in the series 
Involves the same matters and is sched¬ 
uled to be held not more than 30 days 
after the first meeting in the series 

(c) Proxy votes are not allowed under 
this section. 

<d> A written copy of any vote taken 
pursuant to 6 903.7 to close a meeting, or 
portion thereof, reflecting the vote of 
each member of the Board of Directors 
on the question, shall be mAde publicly 
available within one day of such vote 
The vote of each member of the Board 
of Directors to close a meeting, or portion 
thereof, must be made publicly available 
whether or not the vote results In closing 
the meeting 

(e) If a decision is made to close a 
meeting, portion of a meeting, or series of 
meetings, the Association will prepare a 
full written explanation of the closure 
action together with a list of the names 
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of persons expected to attend and slat¬ 
ing the aquation of each of those per¬ 
sons. and shall make such explanation 
publicly available within one day of that 

decision. 

(f > if the disclosure of Information re¬ 
quired In fi 903.8 (d) or <c> or in $ 903.10 
<b) would reveal the Information that 
the meeting was closed to protect, such 
Information will not be disclosed. 

§ 903.9 Certification liy General Counsel. 

(a) In each case that the Board of 
Directors has voted to close a meeting. 
i>ortion of a meeting, or series of meet¬ 
ings, the General Counsel of the Asso¬ 
ciation shall, before the meeting or por¬ 
tion of meeting is closed, publicly cer¬ 
tify that, in his opinion, the meeting 
may be closed to the public and the rele¬ 
vant provision of § 903.7(a) under which 
It may be closed. 

<b> The Secretary of the Association 
will retain a copy of each certification 
under this section, together with a state¬ 
ment of the presiding officer of the meet¬ 
ing setting forth the time and place of 
the meeting and listing the persons 
present 

§903.10 KrqucM* by nAVcicd person* 
for closed meet inn*. 

(a) Whenever a person whose inter¬ 
ests may be directly afTected by a meet¬ 
ing. portion of a meeting, or series of 
meetings requests closure for a reason 
suited in $ 903.7<a) (5), (6). or (7), the 
Board of Directors shall upon the motion 
of any of its members, decide by recorded 
vote whether to grant that request 

<b> If a closure decision is made, the 
Association shall prepare a full written 
explanation of the action, a list of the 
persons expected to attend the meeting 
oi meetings, and a statement of the 
amiiatlon of each of those persons and 
shall make such explanation and a copy 
of the recorded vote publicly available 
within one day of that decision. 

§ 903.11 Providing information to tlir 
public. 

f a) Information available to the public 
in accordance with this part will be 
posted in the Office of Public Informa- 
iHu,. Room 2213. 2190 2nd Street. S.W., 
Washington. D.C. Such information may 
also be made available through a list 
maintained for members of the public 
during to receive such information. 

<b) A person or organization may ob¬ 
tain copies of Information from the Office 
of Public Information. Room 2212, 2100 
2nd Street, S.W.. Washington. D C. 20595. 

§903.12 Publication of notice in the 
Federal Hrginter. 

immediately after each public an¬ 
nouncement required by this part, the 


Association will submit the substance of 
that announcement for publication in the 
Federal Register provided, however, that 
this section shall not apply to public 
explanations issued pursuant to 11 903.8 
ld)-(e) and 903.10(b). 

§903.13 Meeting places. 

Each meeting to which this part applies 
will be held In a meeting room desig¬ 
nated In the public announcement of 
that meeting. 

§ 903.14 Procedure* for open meeting*. 

(a) A member of the public may attend 
an open meeting for the purpose of ob¬ 
servation. The opening of a portion or 
portions of a meeting to public observa¬ 
tion shall not be construed to include any 
participation by the public in any matter 
at the meeting. 

(b) When a meeting is partly closed, 
each observer shall leave the meeting, 
upon request, when the time for the dis¬ 
cussion of the exempted matter arrives. 

§ 903.13 Record* of rimed meeting*. 

(a) The Secretary of the Assiciation 
shall retain a record of each meeting or 
portion thereof that is closed pursuant 
to this part for two years or until one 
year after the conclusion of the proceed¬ 
ing with respect to which such meeting 
or portion thereof was held, whichever 
occurs later. The record may be a record¬ 
ing or a transcript, or in the case of a 
closure pursuant to l 903.7(a) <8>, <9> 
(A), or (10), minutes, a recording or 
transcript. 

<b> In a case where minutes arc used, 
the minutes will fully and clearly de¬ 
scribe all matters discussed and a full 
and accurate summary of the actions 
taken, with the reasons therefor, includ¬ 
ing a description of each view expressed 
on any item and a record of each rollcall 
vote, reflecting the vote of each mem¬ 
ber. The minutes shall identify all docu¬ 
ments considered in connection with any 
action. 

§ 903.16 Availability «»f record* to ihr 
r public. 

(a) The Association will promptly 
make available to the public, the tran¬ 
script, recording, or minutes of each 
closed meeting, portion of a meeting, or 
series of meetings, except for informa¬ 
tion that may be withheld under § 903.7 
(a), at the actual cost of the duplication 
or transcription. 

<b) The nonexempt parts of tran¬ 
scripts. recordings or minutes are re¬ 
tained in the custody of the Secretary of 
the Association. Facilities are available 
for the review of those records. 

(c) Each request for copy of a non-ex¬ 
empt part of a transcript, recording or 
minutes must be made to the Secretary 


of the Association. Room 2213, 2100 2nd 
Street 8W., Washington. D.C, 20595. The 
request must: 

(1) Identify the record sought: and 

(2) Include a statement that the costs 
involved will be accepted by the requester 
or set forth the amount up to which the 
requester will accept the C 06 ts. 

|PR Doc.77 7507 WJed 3-14-77:8:45 arn| 


Title 26—Internal Revenue 

CHAPTER I—INTERNAL REVENUE SERV¬ 
ICE. DEPARTMENT OF THE TREASURY 
SUBCHAPTER A—INCOME TAX 

PART 1—INCOME TAX: TAXABLE YEARS 
BEGINNING AFTER DECEMBER 31. 1953 

Percentage To Be Used by Foreign Life 
Insurance Companies in Computing In¬ 
come Tax for Taxable Year 1976 and 
Estimated Tax for Taxable Year 1977 

AGENCY: Department of the Treasury. 
ACTION: Proclamation. 

SUMMARY: Tills proclamation an¬ 
nounces the percentage to be used to com¬ 
pute to income tax liability of foreign 
corporations carrying on life insurance 
business in the United States. 

EFFECTIVE DATE; Immediate. 

FOR FURTHER INFORMATION. 
TACT: 

Mr. Seymour Fiekowsky, Office of Tax 
Analysis, U.S. Treasury Department. 
Washington, D.C. 20220. <202-566- 
8282). 

Proclamation: For purposes of com¬ 
puting the 1976 income tax of foreign 
corporations carrying on a life insurance 
business, a percentage of 14.3 shall be 
used In determining the “minimum fig¬ 
ure” under section 819. The same per¬ 
centage shall be used for purposes of 
computing the estimated tax and the in¬ 
stallment payments of estimated tax for 
the taxable year 1977. No additions to Iax 
shall be made because of any underpay¬ 
ment of estimated tax for the taxable 
year 1977 which results solely from the 
use of this percentage. 

This proclamation Ls issued without no¬ 
tice and public procedure because the 
public cannot effectively participate in 
the determination of the percentage. It ta 
computed from information contained In 
income tax returns that are not open to 
the public. The proclamation was not 
published prior to Its effective date be¬ 
cause the percentage Ls computed on the 
basis of data which w r os not then 
available. 

Laurence N. Woodworth, 
Assistant Secretary 
of the Treasury. 
|FR Doc.77-7801 Piled 3-14 77;0:13 am| 
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proposed rules 


This section of the FEDERAL REGISTER contain* notices to the public of the proposed Issuance of rules end regulations. The purpose of 
these notices Is to ghre Interested persons an opportunity to participate Wi the rule making prior to the adoption of the final rules. 


DEPARTMENT OF AGRICULTURE 

Farmers Home Administration 
[ 7 CFR Part 1823 ] 

l FmHA Instruction 442.t ] 

ASSOCIATION LOANS AND GRANTS- 
COMMUNITY FACILITIES, DEVELOP¬ 
MENT, CONSERVATION, UTILIZATION 

Community Facility Loans 

AGENCY: Farmers Home Administra¬ 
tion, USDA. 

ACTION: Proposed rule. 

SUMMARY: The Farmers Home Ad¬ 
ministration (FmHA) of the Depart¬ 
ment of Agriculture proposes amend¬ 
ments which will permit joint financing 
with other lenders to supply funds re¬ 
quired by one applicant for a project. 
One reason for thi* proposal is the will¬ 
ingness on the part of certain commer¬ 
cial lenders to supply funds in certain 
cases on a joint basis. For this reason, 
this amendment will make more funds 
available for a greater number of 
projects. 

DATES: Comments must be received on 
or before April 14,1977. 

ADDRESSES: Submit written com¬ 
ments to the Ofllcc of the Chief, Direc¬ 
tives Management Branch. Fanners 
Home Administration. U.S. Department 
of Agriculture. Room 6316. Washington. 
D.C. 20250. All written comments made 
pursuant to this notice will be available 
for public inspection at the address given 
above. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Allen L. Turnbull—202-447-5717. 

SUPPLEMENTARY INFORMATION: 
The proposed amendments will change 
Si 1823.5. 1823.6. 1823.13, and 1823.47 of 
Subpart A of Part 1823. Title 7. Code of 
Federal Regulations (38 FR 29026, and 
as amended at 42 FR 6825) as follows: 

1. Section 1823.5 is amended by revis¬ 
ing paragraph <b> (1) to provide that the 
FmHA payments should approximate 
amortized installments in jointly fi¬ 
nanced projects. 

Notk.—P aragraph (b) of this section was 
amended and published aa a proposed rul© 
in the Federal Rrourrra dated August 17. 
1976. This proposal has not yet been adopted. 

2. The text of i 1823.6 Is amended to 
provided that FmHA will obtain at least 
a parity position with the other lender 
in cases Involving joint financing. 

3. A new paragraph <e> under fi 1823.13 
is added to require evidence that other 
funds will be available and to also pro¬ 
vide for the disbursement of such other 
funds. 


Note. —The present paragraph* (©) through 
(1) of this section arc to be redesignated as 
(f) through (J) as a result of the proposed 
new paragraph (e). 

4. Section 1823.47 is amended by add¬ 
ing paragraph (l) to provide for the 
scheduling of FmHA loan payments when 
joint financing Is involved. 

Accordingly it Is proposed to amend 
ii 1823.5<b)<l>. 1823 6. and to add 

Si 1823.13(e). and 1823.47(1) to read as 
follows: 

§ 1823.3 Kiiton and term*. 

• • • • • 

(b> • • • 

<1> If the borrower will be retiring 
other debts represented by bonds or 
notes, the repayment on such bonds may 
be considered In developing the repay¬ 
ment schedule for the FmHA loan. In all 
cases In which the FmHA is jointly fi¬ 
nancing with another lender, the FmHA 
payments of principal and interest should 
result in approximately equal install¬ 
ments over the repayment period. 


§ 1823.6 Security. 

Loans will be secured by the best se¬ 
curity position available. When process¬ 
ing a loan utilizing Joint financing. 
FmHA will obtain at least a parity posi¬ 
tion with the other lender. A parity posi¬ 
tion is to insure that in a Joint financing 
venture each lender’s security position 
will not be subordinated to that of the 
other, and in the event of default, such 
as a deficit in revenues available for debt 
servicing and in cases involving fore¬ 
closures or other actions, each lender will 
be affected on a proportionate basts. 
Loans will be secured in a manner which 
will adequately protect the interest of 
FmHA during the repayment period of 
the loan. Specific requirements for se¬ 
curity for each loan will be Included in a 
letter of conditions. 

§ 1823.13 Closing loans and fund de¬ 
livery. 

i • • t • 

(e) Evidence of and disbursement of 
other funds. Applicants expecting funds 
from other sources for use in completing 
project being partially financed with 
FmHA funds will present evidence that 
funds from such other sources will be 
available before loan closing, or the com¬ 
mencement of construction, whichever 
occurs first. Ordinarily, the funds pro¬ 
vided by the applicant or from other 
sources will be disbursed prior to the use 
of FmHA loon funds. If this is not pos¬ 
sible, funds will be disbursed on a pro 
rata basis. 


§ 1823.17 Minimum bond specifications. 
• • • • • 

(1) Scheduling of FmHA payment 
when joint financing is involved. In all 
cases in which FmHA is participating 
with another lender in the Joint financing 
of a project to supply funds required by 
one applicant, the FmHA payments of 
principal and interest should result in 
approximately equal installments over 
the repayment period. 


(7 U&C, 1989: delegation of authority by the 
Secretary of Agriculture. 7 CFR 2,23; delega¬ 
tion of authority by the Annuitant Secretary 
for Rural Development, 7 CFR X70.) 

Dated: March 9.1977. 

Dewton E. Sprague. 
Acting Administrator. 

(FR Doc,77-7594 Filed 3-14-77:8:45 mnj 


FEDERAL ENERGY 
ADMINISTRATION 
[10 CFR Part 214] 

MANDATORY CANADIAN CRUDE OIL 
ALLOCATION REGULATIONS 

Proposed Rulemaking and Public Hearing 

The Federal Energy Administration 
( M FEA M > hereby gives notice that it will 
hold a public hearing and receive written 
comments on three alternative proposals 
to amend the Mandatory Canadian 
Crude Oil Allocation Regulations to take 
into account changes in Canada’s crude 
oil export program resulting in separate 
licensing of Canadian light and heavy 
crude oils and on increased export 
volume for the heavy crude oils. 

I. Background 

The Canadian Allocation Program 
(•‘CAP") was adopted by FEA in response 
to the Canadian National Energy 
Board’s ( M NEB ,, > decision in 1974 grad¬ 
ually to phase out exports of crude oil 
to the United States in the early 1980’s. 
The program was intended to give the re¬ 
finers that are most dependent on Cana¬ 
dian crude oil additional time to arrange 
for alternative crude oil delivery systems. 

The current CAP regulations, issued on 
January 30, 1976. provide for the alloca¬ 
tion on a preferential basis of crude oil 
and plant condensate imported from 
Canada to priority classes of refiners and 
other firms for six months allocation 
periods, beginning January 1. 1976. For 
each allocation period, FEA issues a 
number of Canadian crude oil rights 
based on the volume of Canadian crude 
oil Included in a refiner’s runs to still or 
otherwise used by the particular firm 
during the base period of November 1, 
1974. through October 31,1975. 
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The classes of firms dependent upon 
Canadian crude sources and thereby 
eligible for allocations are distinguished 
by their current capability to replace 
Canadian crude oil with crude oil from 
other sources. First priority refineries arc 
those which processed Canadian crude 
oil that constituted at least 25 percent 
of their base period crude oil runs to 
stills and that possess no current capa¬ 
bility of replacing that Canadian crude 
oil due to a demonstrated lack of access 
to domestic pipelines or port facilities. 
The first priority category also includes 
all industrial facilities or utilities with 
no replacement capability, without re¬ 
gard to the 25 percent test. Second prior¬ 
ity refineries are those industrial facili¬ 
ties, utilities and refineries that used 
Canadian crude oil during the base 
period but were not designated first 
priority. 

The allocation program provides that 
when the total allocable supply of crude 
oil available from Canada during a six- 
month allocation period U less than the 
total base period volumes of all priority 
refineries, all first priority refineries are 
entitled to receive their full amounts and 
shortages will be shared by second prior¬ 
ity refineries on a pro-rata basis. When 
the allocable supply Is less than the total 
of the base period volumes of all first 
priority refineries, second priority re¬ 
fineries receive no allocations and first 
priority refineries share any shortfall on 
a pro-rata basis. The number of Cana¬ 
dian oil rights issued to the priority re¬ 
fineries is adjusted semi-annually to 
conform to the declining Canadian crude 
oil exportable surplus celling, as deter¬ 
mined by the NEB. 

Each refiner or other eligible firm Is 
required to report to FF.A its estimated 
Canadian crude oil nominations for each 
allocation period at least 50 days prior 
to the beginning of the allocation period. 
Canadian crude oil rights for an alloca¬ 
tion period are Issued by FEA in an al¬ 
location notice as specified in fi 214.32 ap¬ 
proximately 30 days prior to the Alloca¬ 
tion period. FEA transmits a copy of 
each allocation notice to the NEB 
promptly after Its issuance to provide 
the NEB with ongoing information re¬ 
lated to the operation of the CAP and 
to enable Canadian export licenses to 
conform to the rights issuances under 
the program. 

Based on the number of Canadian 
crude oil rights issued for the 6-month 
allocation period, each refiner or other 
eligible firm submits nominations to the 
NEB on the first day of each month 
for the volumes of Canadian crude oil 
that it desires to import during the suc¬ 
ceeding month. Approximately nine days 
after the nominations are received, the 
NEM issues and transmits to FEA a list 
of the nominations and the volume of 
Canadian crude oil actually licensed for 
export to each priority refiner or other 
eligible firm for the forthcoming month. 

The current regulations prohibit the 
disposition by first priority refineries of 
Canadian crude oil except pursuant to 
barrel-for-barrel exchanges for other 
Canadian crude oil. in which only qual¬ 


ity and location differentials are given 
effect In the calculation of the exchange 
ratio, or by matching purchase and sale 
transactions having the same effect as 
such an exchange. Second priority re¬ 
fineries. however, are not prohibited from 
exchanging away Canadian crude oil 
subject to the program in return for non- 
Canadian source crude in exchanges of 
the type described above. The current 
regulations also prohibit the sale or 
transfer of Canadian crude oil rights 
except pursuant to a permitted ex¬ 
change. Thus, the regulations do not 
provide a great deal of flexibility for first 
priority refineries to exchange away or 
sell Canadian crude oil because they are, 
by definition, the most dependent upon 
Canadian crude sources. Moreover, it 
was expected that the demand among 
first priority refineries for all types of 
Canadian cnide oil would eventually ex¬ 
ceed the supply and that there was no 
need to provide for dispositions or real- 
locations of Candian Imports. 

Most of the priority refineries histori¬ 
cally processed principally Canadian 
light crude oil. Only three of the 11 first 
priority refineries and five of the 50 sec¬ 
ond priority refineries processed any 
Canadian heavy crude oil during the 
base period. Until the recent change In 
its crude oil export program. Canada de¬ 
termined its exportable surplus of crude 
oil on an aggregate basis, without regard 
to the tvpe and grade of crude oil. and 
U S. refiners were able to nominate for 
the type and grade of Canadian crude 
oil they desired. Since the CAP became 
operational on January 1. 1976, the NEB 
has attempted to match monthly nom¬ 
inations of priority refiners with the 
crude oil types avnilnble for that month 
by taking into account the priority re¬ 
finers* historical usage patterns. 

II. Changes in Canadian Crude On 
Export Program 

In late November 1976. the NEB ad¬ 
vised FEA that, effective January 1. 
1977. the export of Canadian heavy crude 
oil would be licensed separately from 
fight crude oil and that the volume of 
heavy crude oil available for export in 
the allocation period beginning January 
1.1977, would exceed the volume lifted in 
the previous allocation periods. The 
NEB also has indicated that It expects 
that the export level for heavy crude oil 
will decrease at a much s!ow r er rate than 
w r iU be the case for fight crude oil. In 
this regard, on February 17. 1977. FEA 
published a notice in the Federal Regis¬ 
ter. 42 FR 9703. advising refiners of the 
availability for nomination of 800.000 
barrels of heavv Canadian crude oil out¬ 
side of Canada's exportable surplus. 

FEA projects that, without any change 
in the current provisions of the CAP. a 
significant portion of Canada's increased 
export volume of heavy crude oil may 
not be imported into the United States 
in 1977 due to the fact that the priority 
refineries that have sufficient rights to 
import the heavy crude oil do not have 
the capability either to receive or run 
that type of crude oil. while, at the same 
time, the priority refineries that have 


the capability to receive and run this 
crude oil will not be Issued a sufficient 
number of rights under the CAP. In ad¬ 
dition. the refiners that do not have the 
capability either to receive or run the 
heavy crude oil will not be able to use 
all of their rights issuances in 1977 be¬ 
cause of the diminishing supply of 
Canadian fight crude oil. 

Thus, as a result of the NEB's decision 
to increase the export level for heavy 
crude oil In relation to fight crude oil, 
FEA's initial determination is that the 
CAP may require modification to permit 
the rights issuances under the CAP to 
conform to Canada's export licenses, 
thereby assuring that, to the maximum 
extent possible, the program facilitates 
lifting of the increased volume of heavy 
crude oil. 

ni. Alternative Amendments Proposed 

Therefore. FEA Is proposing for public 
comment in this notice alternative 
amendments to the CAP that are in¬ 
tended to remove any impediments to 
importing into the UB. the full volume 
of Canadian heavy crude oil available, 
while continuing the allocation of Cana¬ 
dian light oil to those refineries adversely 
affected by the diminishing supply of 
fight crude oil. The proposed modifica¬ 
tions to the CAP are presented in three 
alternative proposals, each of which con¬ 
templates a quarterly allocation period 
instead of the present six-month alloca¬ 
tion period and changing the present 
base period. (November i, 1974 through 
October 31. 1975) to the calendar year 
1975. 

Under Alternatives No. 1 and No. 2, de¬ 
scribed in greater detail below. FEA 
would continue to allocate the exportable 
surplus of Canadian crude oil in accord¬ 
ance with the allocation scheme provided 
for under the current regulations. Under 
Alternative No. 1. FEA would remove 
from the coverage of the CAP any surplus 
Canadian heavy crude oil which it deter¬ 
mines will not be imported by priority re¬ 
finers in a particular allocation period. 
Alternative No. 2 provides for removal of 
the restrictions on transfers of Canadian 
crude oil rights currently set forth in 
I 214.32(e). Firms that have been issued 
Canadian crude oil rights for a particu¬ 
lar allocation period would bo permitted 
to sell to another firm that owns a prior¬ 
ity refinery any such rights that will not 
be used due to the inability of the sell¬ 
er's priority refinery to receive or proc¬ 
ess Canadian heavy crude oil. Atlematlve 
No. 3 provides for allocation by FEA of 
the Canadian fight and heavy crude oil 
streams separately to priority refineries 
according to their use of each crude oil 
type in the calendar quarter of 1975 cor¬ 
responding to the quarter for which the 
allocation is made. 

FEA wishes to emphasize that it is 
seeking comments from Interested par¬ 
ties on all three of the alternative propos¬ 
als set forth below, since It has not 
yet mode any final determination on 
whether the CAP should be amended in 
thLs regard or on the form that any such 
revision should take. It may be that the 
most desirable approach would involve 
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a variation of one of the three alterna¬ 
tives. or a combination of facets of sev¬ 
eral of the alternatives, and FEA specif¬ 
ically invites comments as to whether 
any such variation or combination would 
be a more appropriate regulatory solu¬ 
tion. 

Modifications Common to All 
Alternatives 

Allocation period. FEA is proposing to 
change the allocation period from a six- 
month calendar period to a calendar 
quarter to facilitate adjustments in the 
Issuances of rights in response to varia¬ 
tions which may occur periodically in 
the export levels of Canadian crude oil 
and to enable the program to be more 
responsive to seasonality factors. As in¬ 
dicated in the Allocation Notice for the 
six-month allocation period commencing 
January 1,1977, the NEB established dif¬ 
ferent export levels for Canadian crude 
oil for the first and second quarters of 
1977. FEA therefore set forth the allo¬ 
cations in that notice separately for the 
first and last three months of th e alloca¬ 
tion period. However, the NEB recently 
advised FEA that the export level an¬ 
nounced for the first quarter of 1977 
will be maintained through the second 
quarter, thus requiring the issuance of a 
supplemental allocation notice. Based on 
this experience and on discussions with 
the NEB. FEA believes that a quarterly 
allocation period would help to assure 
that the issuance of rights under the 
CAP would conform more precisely to 
changes of this nature in Canada’s crude 
oil export program. 

Base period. FEA is proposing to 
change the base period (November 1, 
1974, through October 31. 1975) to cal¬ 
endar year 1975. FEA believes that the 
calendar year 1975 will provide a 
slightly more recent, and thus more ac¬ 
curate. measure of the historical usage 
of Canadian light and heavy crude oils 
by priority refineries. In addition, it Is 
believed that the current base period 
would not be compatible with the pro¬ 
posed quarterly allocation period, in 
that the current base period consists of 
two months in one calendar year and 
ten months In another calendar year. 
FEA has determined, on the basis of its 
analysis of the data contained in the re¬ 
ports submitted by priority refineries 
pursuant to Subpart D of Part 214, that 
the adoption of calendar year 1975 as 
the base period will not result in a 
change In priority designation of any 
refinery or other facility. 

Alternative No. 1 

Alternative No. 1 would retain the 
basic allocation plan provided for under 
the current regulations. Within 14 days 
following the issuance of an allocation 
notice, FEA would determine, on the 
basis of NEB’s list of licensed exports, 
the volume of Canadian heavy crude oil 
which exceeds the rights issuances of the 
priority refineries that have the capa¬ 
bility to receive and run the heavy oil 
and thus would not be Imported in the 
allocation period. As soon as practicable 
thereafter, FEA would Issue a notice ad¬ 


vising refiners that this volume of heavy 
crude oil constitutes surplus under the 
CAP and would therefore not be subject 
to the regulations under Part 214. That 
volume would then be available for 
nominations by any domestic refiner, re¬ 
gardless of whether it owned a priority 
refinery. 

In view of the fact that the demand 
among priority refineries for Canadian 
heavy crude oil may at times exceed 
Canada’s exportable surplus of that type 
of crude oil. a variation on Alternative 
No. 1 providing essentially for redistri¬ 
bution of unused Canadian crude oil 
rights, rather than exempting the heavy 
crude oil from the CAP, may be a 
more appropriate regulatory modifica¬ 
tion. Under this variation, any Cana¬ 
dian crude oil rights that FEA deter¬ 
mines win not be used in an allocation 
period would expire, and FEA would re¬ 
distribute the unused rights to first and 
second priority refineries that have the 
capability to receive and process heavy 
crude oil. FEA would determine the 
number of rights that will not be used 
in the allocation period by comparing 
the rights issuances with the NEB's list 
of licensed exports. As soon as practlca- 
able thereafter, FEA would issue a sup¬ 
plemental allocation notice specifying 
the rights that have expired as to par¬ 
ticular priority refineries and redistri¬ 
buting those rights among the priority 
refineries that advised FEA of their 
heavy crude oil needs. 

Effective operation of both Alter¬ 
native No. 1 and the variation thereon 
are predicated on the NEB’s adoption of 
a quarterly nominations period in con¬ 
formity with the proposed quarterly al¬ 
location period. If the NEB retains the 
monthly nominations period, it would be 
impossible for FEA to determine the 
number of unused rights at the begin¬ 
ning of the allocation period since rights 
not used in the first month of the alloca¬ 
tion period could be used In the second 
or third month. 

FEA is not presenting in this notice 
proposed regulations pertaining to the 
variation on Alternative No. 1 described 
above. However. FEA specifically invites 
comments on both options. With respect 
to the variation. FEA particularly wishes 
to receive comments as to the appro¬ 
priate criteria to be utilized in any re¬ 
distribution of the expired rights. 

Alternative No. 2 

This alternative, as is the case with 
Alternative No. 1, would leave unchanged 
the basic allocation plan provided for 
under the CAP. However, the current re¬ 
strictions on transfers of Canadian crude 
oil rights set forth in 2 214.32(e) would 
be revised to permit a firm that owns or 
controls a priority refinery or other 
facility to sell, exchange or otherwise 
transfer to another firm that owns or 
controls a priority refinery or other 
facility Canadian crude oil rights that 
will not be used in an allocation period 
due to the inability of the transferor’s 
priority refinery or facility to receive or 
process heavy Canadian crude oil. The 
current provisions set forth in 2 214.31 


<g) pertaining to exchanges and sales of 
Canadian crude oil also would be 
amended to permit sales or exchanges of 
the Canadian crude oil associated with 
the rights sold or otherwise transferred 
All such sales or transfers of Canadian 
crude oil or the related rights would be 
required to be reported to FEA. Resale-; 
of Canadian crude oil and the related 
rights would be prohibited. 

If this alternative is adopted, the 
Mandatory Petroleum Price Regulations 
would be amended to require refiners 
selling and purchasing rights to account 
for the costs and revenues incident to 
such transactions as increases or de¬ 
creases. respectively, in their crude costs 

Alternative No. 3 

The third proposal provides for the 
allocation of Canadian light and heavy 
crude oil streams to priority refineries 
according to their base period usage of 
these different types of crude oils, and 
employs essentially the current alloca¬ 
tion plan and procedures set forth in 
22 214.31-214.32. Definitions of heavy 
and light Canadian crude oil would be 
added. Under this alternative. FEA does 
not propose to redetermine the priority 
designations with reference to the 
quarterly variations In the volume of 
Canadian light or heavy crude oil in n 
refinery’s runs to stills in the base period 

As is the case under the current reg¬ 
ulations. FEA would, for each allocation 
period, commencing with the April 1. 
1977 allocation period, issue Canadian 
crude oil rights to each firm that own* 
or controls a first or second priority re¬ 
finery. The allocation notice for each 
quarter would specify the number of 
rights for heavy crude oil and the num¬ 
ber of rights for light crude oil. respec¬ 
tively. Issued to each refiner or other 
firm, and the specific first or second 
priority refineries for which such rights 
have been issued. Each such right would 
entitle the firm owning the right to proc¬ 
ess. consume, or otherwise utilize one 
barrel of Canadian light or heavy crude 
oil, as specified in the allocation notice. 
The number of rights for light or heavy 
crude oil issued to each firm would equal 
(1) the number of barrels of Canadian 
light or heavy crude oil. respectively, in¬ 
cluded In that refiner’s volume of Ca¬ 
nadian crude oil runs to stills for the 
calendar quarter of the base period cor¬ 
responding to the quarter for which the 
Allocation is made, or (2) the number ol 
barrels of Canadian light or heavy crude 
ofl. respectively, consumed or otherwise 
utilized by a firm other than a refiner in 
the corresponding calendar quarter of 
the base period, subject to adjustments 
for the reduction in Canadian export 
levels and decreases In utilization relative 
to the base period. Apportioning the 
number of rights among firms due to re¬ 
ductions in Canadian export levels would 
be accomplished according to the current 
procedures specified in I 214.31 (b>. 

In the event that the allocable supply 
of Canadian heavy crue oil for a partic¬ 
ular allocation period Is greater than the 
total number of barrels of Canadfu 
heavy crude processed In the correspond- 
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lug calendar quarter of the base period 
by all first and second priority refiner¬ 
ies. the number of rights for heavy crude 
oil Issuable to all first and second prior¬ 
ity refineries would be Increased on a 
pro-rata basis. 

For the first allocation period under 
this alternative. FEA proposes to use the 
NEB stream data on the volume of Ca¬ 
nadian light and heavy crude oil ex¬ 
ported to each priority refinery or other 
facility by month during the base pe¬ 
riod. Use of the NEB data would elim¬ 
inate the necessity of imposing a poten¬ 
tially burdensome reporting requirement 
on refiners. However, FEA is interested 
In receiving comments on the Industry’s 
views as to the reliability of the NEB 
data and. specifically, on whether FEA 
should require refiners to report the nec¬ 
essary data with respect to their prior¬ 
ity refineries Xor use in future allocation 
periods. 

IV. WRITTEN COWMENT AND POIUC 
Hearing Procedures 

A public hearing on the subject matter 
of this notice will be held beginning at 
9:30 a.m., e.s.t.. on March 29. 1977, in 
Room 2105. 2000 M Street NW„ Wash¬ 
ington. D.C.. to receive comments from 
interested persons. 

Any person who has an interest in the 
subject matter of this notice, or who is 
a representative of a group or class of 
persons which has such nn interest, may 
make a written request for an opportu¬ 
nity to make an oral presentation. Re¬ 
quests to testify at the public hearing 
should be directed to Executive Commu¬ 
nications. FEA. 1200 Pennsylvania Ave¬ 
nue, NW„ Washington. D.C. 20461, and 
must be received before 4:30 p.m„ e.s.t. 
March 22, 1977. Such requests may be 
hand-delivered to Room 3309. Federal 
Building, 12th and Pennsylvania Avenue 
NW., Washington. DC., between the 
hours of 8:00 am. and 4:30 p.m., ea.t., 
Monday through Friday. Persons sub¬ 
mitting such requests should be prepared 
to describe the Interest concerned; if ap¬ 
propriate. to state why he or she is a 
proper representative of a group or class 
of persons which has such an Interest; 
and to give a concise summary of the 
proposed oral presentation and a phone 
number where he or she may be reached 
through March 28. 1977. Persons solected 
to be heard at the public hearing will be 
notified by FEA before 5:30 p.m., e.s.t., 
March 23. 1977, and must submit 50 cop¬ 
ies of his or her statement to Regulatory 
Programs. FEA, Room 2214. 2000 M 
Street, NW.. Washington. D.C., before 
5:30 pm., eat.. March 28. 1977. 

PEA reserves the right to select the 
persons to be heard at the hearing, to 
schedule their respective presentations 
and to establish the procedures govern¬ 
ing the conduct of the hearing. Each 
presentation may be limited, based on 
the number of persons requesting to be 
heard. 

An FEA official will be designated to 
Preside at the hearing. It will not be a 
judicial or evidentiary-type hearing. 
Questions may be asked only by those 
conducting the hearing and there will be 


no cross-examination of persons pre¬ 
senting statements. At the conclusion of 
all initial oral statements, each person 
who has made an oral statement will be 
given the opportunity, if he or she so de¬ 
sires. to make a rebuttal statement. The 
rebuttal statements will be given in the 
order in which the initial statements 
were made and will be subject to time 
limitations. 

Any interested person may submit 
questions, to be asked of any person 
making a statement at the hearing, to 
Executive Communications. FEA. before 
4:30 p.m., eA.t., Friday. March 25. 1977. 

Any person who makes an oral state¬ 
ment and who wishes to ask a question 
at the hearing may submit the question, 
in writing, to the presiding officer. FEA 
or the presiding officer, if the question is 
submitted at the hearing, will determine 
whether the question is relevant, and 
whether time limitations permit it to be 
presented for answer. 

Any further procedural rules needed 
for the proper conduct of the hearing 
will be announced by the presiding 
officer. 

A transcript of the hearing will be 
made and the entire record of the hear¬ 
ing. including the transcript, will be re¬ 
tained by FEA and made available for 
public inspection at the FEA, Freedom of 
Information Office. Room 2107. Federal 
Building. 12th and Pennsylvruiia Avenue, 
NW., Washington. D.C.. between the 
hours of 8:00 am. and 4:30 pm.. Mon¬ 
day through Friday, except Federal holi¬ 
days. Any person may purchase a copy of 
the transcript from the reporter. 

Interested persons are invited to sub¬ 
mit data, view's, or arguments with re¬ 
spect to this proposal to Executive Com¬ 
munications. Federal Energy Administra¬ 
tion. Box KZ. Washington. D.C. 20461. 
Comments should be identified on the 
outside envelope and on documents sub¬ 
mitted to Executive Communications. 
FEA, with the designation “ Amendments 
to Canadian Allocation Program.” Fif¬ 
teen copies should be submitted. All com¬ 
ments received by 4:30 p.m.. ea.t„ March 
25. 1977, and all relevant information, 
w ill be considered by FEA. 

Any information or data considered by 
the person furnishing It to be confiden¬ 
tial must be so identified and submitted 
in writing in accor danc e with the proce¬ 
dures stated in 10 CFR 205.9(f). FEA re¬ 
serves the right to determine the confi¬ 
dential status of the information or data 
and to treat it according to its determi¬ 
nation. 

As required by section 7(0 <2> of the 
Federal Energy Administration Act of 
1974, Pub. L. 93-275. a copy of this notice 
has been submitted to the Administrator 
of the Environmental Protection Agency 
for his comments concerning the impact 
of tills proposal on the quality of the en¬ 
vironment. The Administrator hod no 
comments. 

In accordance with Executive Order 
11821 and OMB Circular A-107. FEA is 
considering the inflationary impact of 
this proposal. 

(Emergency Petroleum Allocation Act ot 
1973. Pub. L. 93-169, as amended. Pub L. 


93- 511. Pub. L. 94-09, Pub. L, 94 133. Pub. L. 

94- 163. and Pub. L. 94 385; Federal Energy 
Administration Act or 1974, Pub. L. 93-275, 
a* amended. Pub. L 94-332 and Pub. L. 94- 
385; Energy Policy and Conservation Act, 
Pub. L. 94-163, os amended. Pub. L. 94-385; 
E.O. 11790. 30 FR 23185; E.O. 11933. 41 FR 
36041). 

In consideration of the foregoing. Part 
214 of Chapter U. Title 10 of the Code of 
Federal Regulations, is proposed to be 
amended as set forth below'. 

Issued in Washington, D.C., March 10. 
1977. 

Eric J. Froi, 
Acting General Counsel. 

Alternative No. 1 

1. Section 214.1 is amended by revis¬ 
ing paragraph <b) to read as follows: 

§ 211.1 Scope. 

• • • • • 

<b> Applicability. Tills part applies to 
all Canadian crude oil imported after 
December 31. 1975. except for <1> crude 
oil authorized for export by Canada for 
the period ending December 31, 1975, 
that was not actually Imported into the 
United States by that date. (2) Ca¬ 
nadian crude oil the export of w'hlch is 
not a factor in the calculations for the 
maximum export levels fixed by Canada, 
and <3> Canadian crude oil which FEA 
determines pursunt to 4 214.31(h) will 
not be imported in an allocation period. 

2. Section 214.21 is amended by revis¬ 
ing the definitions of ’’allocation period” 
and ‘‘base period" and by adding in 
proper alphabetical order the definitions 
of “heavy crude oil” and “light crude 
oil” to rend as follows: 

§211.21 Definition*. 

• • • • • 

“Allocation period" means a calendar 
quarter. The first allocation period shall 
be the calendar quarter commencing 
April 1, 1977. 

“Base period" means the tw'elvc- 
month period in calendar year 1976. 

• • • • • 

“Heavy crude oil” means crude oil li¬ 
censed for export as heavy crude oil by 
the Canadian National Energy Board. 

• • • • • 

“Light crude oil” means crude oil li¬ 
censed for export as light crude oil by 
the Canadian National Energy Board. 

• « • • • 

3. Section 214.31 Is amended by add¬ 
ing a new paragraph (h) as follows: 

§214.31 Ultra (inn of Cjtno<!init crude 
oil. 

• • • • • 

<h> Surplus Canadian heavy crude 
oil. Within 14 days following the issu¬ 
ance of an allocation notice pursuant to 
f 214.32(a), FEA shall determine the 
volumes of Canadian heavy crude oil 
that will not be imported in the alloca¬ 
tion period. As soon as practicable there¬ 
after, FEA shall issue a supplemental al¬ 
location notice pursuant to 8 214.32(c) 
advising refiners that such volumes are 
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surplus for that allocation period and 
are not subject to the provisions of this 
part. 

ALTERNATIVE No. 2 

1. Section 214.21 is amended by revis¬ 
ing the definitions of "allocation period" 
and "base period" and by adding in the 
proper alphabetical order the definitions 
of "heavy crude ofl" and "light crude 
oil" to read as follows: 

§ 2 I f.21 Definition*. 

• • • • • 

"Allocation period" means a calendar 
Quarter. The first allocation period shall 
be the calendar quarter commencing 
April 1. 1977. 

"Base period" means the twelve-month 
period in calendar year 1975. 

• • • • • 

"Heavy crude oil" means crude oil li¬ 
censed for export as heavy crude oil by 
the Canadian National Energy Board. 

• • • • . • 
"Light crude oil" means crude oil li¬ 
censed for export as light crude oil by 
the Canadian National Energy Board. 

• t • • • 

2. Section 214.31 is amended by revis¬ 
ing subparagraph (2) of paragraph <a>. 
paragraph (e) and subparagraph (1) 
and (2) of paragraph <g) to read as 
follows: 

§ 214.31 \H<K‘ttl>on of (jtnaduin rrudr 
oil. 

• • • • • 

<a> Basis for issuance of Canadian 
crude oil rights. • • • 

(2) Rights issued for an allocation pe¬ 
riod to a refiner or other firm shall (1) 
be applicable only for Canadian crude 
oil subject to this part imported in that 
allocation period, and <ii> authorize Ca¬ 
nadian crude oil to be processed, con¬ 
sumed or otherwise utilized, as the case 
may be. only at (and in the volumes 
specified for) each of that firm’s priority 
refineries listed in the allocation notice 
for that allocation period: Provided . 
That clause (ii) of this subparagraph (2) 
shall not apply to any volumes of Ca¬ 
nadian crude oil associated with Cana¬ 
dian crude oil rights transferred pur¬ 
suant to § 214.32(e). 

• •ft* 

<e> Canadian crude oil rights required 
for processing or consumption of Ca- 
nadian crude oil. No refiner or other 
firm shall process, consume or other¬ 
wise utilize Canadian crude oil subject 
to this part imported into the United 
States in any allocation period at any 
refinery or other facility other than a 
priority refinery. Canadian crude oU 
subject to this part shall not be proc¬ 
essed. consumed or otherwise utilized by 
a refiner or other firm unless (1) that 
refiner or other firm has been issued or 
has purchased pursuant to 9 214.32(e) 
one Canadian crude oil right for each 
barrel of Canadian crude oil so proc¬ 
essed, consumed or otherwise utilized, 
and <2) that volume of Canadian crude 
oil is processed, consumed or otherwise 
utilized at its priority refinery or re¬ 


fineries listed in the allocation notice 
for the allocation period Involved and 
in the volumes specified in that alloca¬ 
tion notice for the particular priority 
refinery or refineries: Provided. That 
subparagraph <2) of this paragraph 
shall not apply to any volumes of Ca¬ 
nadian crude oil associated with Cana¬ 
dian crude oil rights transferred pur¬ 
suant to 9 214.32(e). 

(g) Permitted exchanges and sales of 
Canadian crude oU. (1) Except for Ca¬ 
nadian crude oil associated with rights 
sold or otherwise transferred pursuant to 
§ 214.32(e)• no volumes of Canadian 
crude oil subject to tills part shall be 
sold or otherwise disposed of by refiners 
or other firms with respect to first pri¬ 
ority refineries that they own or control 
except pursuant to (i> crude oil ex¬ 
changes which involve, only (directly or 
indirectly) Canadian crude oil and in 
which only quality and location differ¬ 
entials are given effect in the calcula¬ 
tion of the exchange ratio, or <U> match¬ 
ing purchase and sale transactions which 
involve only (directly or Indirectly) Ca¬ 
nadian crude oil and which have the 
same effect as an exchange described in 
subdivision (j> of this subparagraph (1). 

(2) Except for Canadian crude oil as¬ 
sociated with rights sold or otherwise 
transferred pursuant to 9 214.32<e), no 
volumes of Canadian crude oil subject 
to this part shall be sold or otherwise 
disposed of by refiners or other firms 
with respect to second priority refineries 
that they own or control except pursu¬ 
ant to (1) exchanges of Canadian crude 
oil subject to this part for other crude 
oil in which only quality and location 
differentials are given effect in the cal¬ 
culation of the exchange ratio: «ii> 
matching purchase and sale transactions 
which involve Canadian crude oil sub¬ 
ject to this part and other crude oil and 
which have the same effect as an ex¬ 
change described in subdivision <i) of 
this subparagraph (2); or (ill) sales, ex¬ 
changes or other transfers between pri¬ 
ority refineries owned by the same re¬ 
finer or other firm, except that this shall 
not permft any sales, exchanges or other 
transfers that would result in a net 
transfer of Canadian crude oil subject 
to this part from a first priority refinery’, 
to a second priority refinery owned by 
the same refiner or other firm. 


3. Section 214.32 is amended by revis¬ 
ing paragraph (e) to read as follows: 

§ 214.32 hauance of (litiiadiim crude oil 
right** 

• • • • • 
ce» Permitted transfers of Canadian 
crude oil rights. Refiners and other firms 
that have been issued Canadian crude 
oil rights for a particular allocation 
period may sell or otherwise transfer to 
another refiner or firm that owns a pri¬ 
ority refinery or other facility any such 
rights that will not be used in an allo¬ 
cation period due to the inability of the 
transferor’s priority refinery or facility 
to receive or process heavy Canadian 
crude oil. No rights sold or transferred 
pursuant to this paragraph may be re¬ 


sold. Refiners or other firms involved In 
sales permitted under this paragraph <e> 
shall immediately certify in writing the 
details thereof FEA upon the completion 
of arrangements therefor. 

Alternative No. 3 

l. 8cction 214.21 is amended by re¬ 
vising the definitions of "allocation 
period." "base period" and "Canadian 
crude oil right" and by adding in the 
proper alphabetical order the definitions 
of "heavy crude oil/’ and "fight crude 
oil" to read as folows: 

§214.21 Definition*. 

• • • • • 

"Allocation period" means a calendar 
quarter. The first allocation period shall 
be the calendar quarter commencing 
April 1.1977. 

"Base period" means the twelve-month 
period in calendar year 1975. 

• • • • • 

"Canadian crude oil right" or "right 
means the right of the refiner or other 
firm owning the right to process. # con¬ 
sume or otherwise utilize one barrel of 
<A) Canadian light crude oil or (B> 
Canadian heavy crude oil, as specified in 
an allocation notice issued under f 214.32 
imported In a specified allocation period 
at a specified domestic refinery or other 
facility. The Issuance and transfer of 
Canadian crude oil rights shall be evi¬ 
denced on records maintained by the 
FEA. 


"Heavy crude oil" means crude oil 
licensed for export as heavy crude oil 
by the Canadian National Energy Board 
• • • • • 
"Light crude oil" means crude oil 
licensed for export as light crude oil by 
the Canadian National Energy Board 
• • • « • 

2. Section 214.31 is amended by re¬ 
vising subparagraphs (1) and (3) of 
paragraph (a) and by revising para¬ 
graph <b> to read as follows: 

§211.31 of (]«na(JiiUi «*ru«lr 

oil. 

<ai Basis for Issuance of Canadian 
crude oil rights . (1) For each allocation 
period commencing after March 31.1977. 
subject to the adjustments provided for 
by paragraphs <b>. (c> and (d) of thi> 
section and by 4 214.35 the FEA shall 
allocate Canadian light and heavy crude 
oil subject to this part separately by 
issuing to each refiner or other firm that 
owns or controls a first or second prior* 
ity refinery a number of Canadian crude 
oil rights equal to (i) the number of 
barrels of Canadian light crude oU or 
heavy crude oil, respectively, included in 
that refiner’s volume of crude oil runs to 
stills for the calendar quarter of the base 
period corresponding to the allocation 
period, or (11) the number of barrel* of 
Canadian light crude oil or heavy crude 
oil, respectively, consumed or otherwise 
utilized by that other firm in the calen¬ 
dar quarter of the base period corres¬ 
ponding to the allocation period. 
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(3> Notwithstanding the provisions of 
subparagraph (1) of.this paragraph <a> f 
in its calculations for the Allocation pe¬ 
riod commencing April 1. 1977 the FEA 
shall give effect to the export licenses 
issued by the Canadian National Energy 
Board for the months April through 
June 1977. For the allocation period 
commencing April 1. 1977. FEA will de¬ 
termine separately the number of bar¬ 
rels of Canadian light and heavy crude 
oil included in each refiner's volume of 
crude oil runs to stills during the base 
period on the basis of light and heavy 
crude oil stream data obtained from the 
Canadian National Energy Board. 

r b) Adjustments for increases and re -, 
auctions in export levels of Canadian * 
crude oil —<l) Reductions in export 
levels of Canadian crude oil . In the event 
that the allocable supply of Canadian 
light or heavy crude oil for a particular 
allocation period is greater than the total 
number of barrels or Canadian light or 
heavy crude oil (as adjusted under the 
provisions of pamgraplis (c) and (d) of 
this section), respectively, processed in 
the corresponding calendar quarter of 
the base period by all first priority refin¬ 
eries. but less than the total number of 
barrels of Canadian light or heavy crude 
oil (as so adjusted), respectively, proc¬ 
essed. consumed or otherwise utilized In 
the corresponding calendar quarter of 
the base period by all first and second 
priority refineries combined, no adjust¬ 
ment shall be made under this paragraph 
to the number of Canadian crude oil 
rights Issuable to first priority refineries, 
and the number of rights issuable for 
second priority refineries shall be re¬ 
duced on a pro-rata basis, with refer¬ 
ence to their respective base period vol¬ 
umes (as adjusted under paragraph (d) 
of this section) of Canadian light or 
heavy crude oil In the event that the al¬ 
locable supply of Canadian light or heavy 
crude oil for a particular allocation pe¬ 
riod is less than the total number of bar¬ 
rels of Canadian light or heavy crude oil 
fas so adjusted), respectively, processed 
In the corresponding calendar quarter of 
the base period by ail first priority re¬ 
fineries. no rights shall be issuable for 
second priority refineries and first pri¬ 
ority ^fineries shall bear any such de¬ 
ficiency on a pro-rata basis, with refer¬ 
ence to their respective base period vol¬ 
umes (as adjusted under paragraph *d) — 
of this section) of Canadian light or 
heavy crude oil. 

(2> Increases in export levels of Ca¬ 
nadian heavy crude oil. In the event that 
the allocable supply of Canadia heavy 
crude oil for a particular allocation pe¬ 
riod Is greater than the total number of 
barrels of Canadian heavy crude oil (as 
adjusted under paragraphs <c) and (d> 
or this section) processed in the corre¬ 
sponding quarter of the base period by 
all first and second priority refineries, 
the number of rights for heavy crude oil 
-uable to both first and second priority 
refineries shall be increased on a pro¬ 
rata basis, with reference to their respec¬ 
tive base period volumes (as adjusted 


under paragraph (d) of this section) of 
Canadian heavy crude OIL 

• • • • • 

3. Section 214.32 is amended by revis¬ 
ing paragraph (b) to read as follows: 

§ 214.32 Issuance of Canadian crude 
oil rights. 

• • • • s 

(b) Content of notice . Each allocation 
notice under tills section shall specify tor 
a particular allocation period the alloca¬ 
ble supply of Canadian light and heavy 
crude oil for that allocation period; the 
name of each refiner and other firm to 
which rights have been Issued; the num¬ 
ber of Canadian crude oil rights for light 
crude oil and the number of Canadian 
crude oil rights for heavy crude oil. re¬ 
spectively. issued to each such refiner or 
other firm; and the specific first or sec¬ 
ond priority refineries for which such 
rights have been issued. 

[FR Doc,77-7619 Filed 3-ll-T7;0:33 am| 

FEDERAL POWER COMMISSION 
[ 18 CFR Part 2 ] 

(Docket No RM77-1J 

JUST AND REASONABLE RATE OF RE¬ 
TURN ON EQUITY FOR NATURAL GAS 
PIPELINE COMPANIES AND PUBLIC 
UTILITIES 

Acceptance of Late Filing 

March 7. 1977. 

On October 15, 1976, the Commission 
issued a Notice of Proposed Rulemaking 
in Docket No. RM77-1 (published Oc¬ 
tober 22, 1976, 41 FR 46618). calling for 
comments by December 14. 1976. By 
Notice issued December 9. 1976, the date 
for filing was extended to February 28, 
1977. On March 1. 1977, the Public 
Agency Group filed a motion to accept 
their late-filed comments. 

Upon consideration, notice Is hereby 
given that the comments are accepted as 
timely filed. 

Kxnnkth p. Plumb. 

Secretary. 

|PR Doc.77 7530 Filed 3-14-77;8:45 amj 

DEPARTMENT OF THE INTERIOR 

National Park Service 
[36 CFR Part 67 J 

HISTORIC PRESERVATION CERTIFICA- 
PURSUANT TO THE TAX RE¬ 
FORM ACT OF 1976 

Proposed Rulemaking 

The Tax Reform Act of 1976. Pub. L. 
94-455. 90 Slat. 1519. included among 
its many provisions section 2124. "Tax 
Incentives to Encourage the Preserva¬ 
tion of Historic Structures." under which 
the Secretary of the Interior is required 
to make certain certifications with re¬ 
spect to the historic character of build¬ 
ings and structures, the rehabilitation of 
historic buildings and structures, and the 
preservation criteria of State and local 
statutes. Hie regulations proposed here¬ 


after are to regularize procedures, stand¬ 
ards, and criteria for the making of such 
certifications. The Internal Revenue 
Service, pursuant to its regulatory au¬ 
thorities. will Issue all regulations neces¬ 
sary for implementation of section 2124 
of the Tax Reform Act of 1976 with re¬ 
spect to Federal income tax conse¬ 
quences, requirements, and procedures. 
However, the section 2124 tax Incentive 
provisions are generally described as fol¬ 
lows so as to permit a public understand¬ 
ing of the certifications required to be 
made by the Secretary: 

1. Section 2124(a) . (Section 191 of the 
Internal Revenue Code of 1954). Permits 
a 60-month amortization of certain re¬ 
habilitation expenses made in connec¬ 
tion with qualified depreciable proper¬ 
ties; 

2. Section 2124(b). (Section 280B of 
the Internal Revenue Code of 1954). Dis¬ 
allows a deduction for demolition of 
qualified depreciable properties; 

3. Section 2124(c). (Section I67(n) of 
the Internal Revenue Code of 1954). 
Generally precludes accelerated depre¬ 
ciation for structures built on the site of 
qualified depreciable properties; 

4. Section 2124(d). (Section 167<o> of 
the Internal Revenue Code of 1954). Pro¬ 
vides special depreciation rules for qual¬ 
ified rehabilitated property; 

5. Section 2124(e) . (Sections 170(f) 
(3). 2055(e)(2) and 2522(c)(2) of In¬ 
ternal Revenue Code of 1954). Amends 
charitable contribution deductions on 
income, estate, and gift taxes to liberal¬ 
ize deductions for conservation purposes 
(Including historic preservation). 

The term "depreciable properties" as 
used above generally means those prop¬ 
erties subject to the allowance for de¬ 
preciation under section 167 of the In¬ 
ternal Revenue Code of 1954 and gen¬ 
erally excludes owner-occupied homes. 

Sections <a)-(d> of sectioii 2124 as 
briefly described above require the Sec¬ 
retary of the Interior to make the fol¬ 
lowing classes of certifications: 

a. Certified • Historic Structures. All 
the tax provisions described above (ex¬ 
cept subsection 2124(e)) are related to 
so-called "Certified Historic Structures." 
which, generally, are defined as qualified 
depreciable properties of hLstoric char¬ 
acter which are either listed in the Na¬ 
tional Register, or are located within a 
historic district listed in the National 
Register or created by or pursuant to a 
certified 8tate or local statute. The Sec¬ 
retary. as a general rule, must certify 
that such structures are in fact "Certi¬ 
fied Historic Structures" before the de¬ 
scribed tax consequences accrue. The 
procedures for such certifications are set 
forth below as 5 67.4. 

b. Certified rehabilitation . In order for 
the tax consequences described above re¬ 
lating to rehabilitation to accrue, the 
Secretary must determine not only that 
the rehabilitation was done to a certified 
historic structure but also that it meets 
certain standards with respect to the his¬ 
toric integrity of the rehabilitation work. 
The procedures and standards for "cer- 
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tified rehabilitation" are set forth below 
as *3 67.6 and 67.7. 

c. Certified statutes. Qualified historic 
structures located in historic districts 
designated under a statute of the appro¬ 
priate State or local government arc 
subject to the tax consequences discussed 
above if located within a historic district 
created by or pursuant to a statute of 
local or State government certified by the 
Secretary as containing criteria which 
will substantially achieve the purposes 
of preserving and rehabilitating build¬ 
ings of historic significance. The Depart¬ 
ment of the Interior has not yet estab¬ 
lished procedures to certify State and 
local statutes but expects to do so shortly. 
State and local governments desiring to 
qualify historic districts for the tax in¬ 
centives described above should, until 
regulations in this area have been pro¬ 
mulgated. follow the procedures for nom¬ 
ination to the National Register set forth 
in Part 60 hereof. 

In order to provide full opportunity 
for taxpayers to review and comment 
upon the certification procedures de¬ 
scribed above, the proposed regulations 
in f 67.8 Include appeal procedures for 
appeals of the Secretary's certification 
decisions. In addition, by a rulemaking 
to be published contemporaneously with 
this notice, 36 CFR Part 60 is to be 
amended to establish new notice require¬ 
ments for nominations of properties to 
the National Register by States. 

It is the policy of the Department of 
the Interior, whenever practicable, to 
offer the public on opportunity to partici¬ 
pate in the rulemaking process. Accord¬ 
ingly, interested persons may submit 
written comments, suggestions, or objec¬ 
tions regarding the proposed procedures 
to the Chief, Office of Archeology and 
Historic Preservation. National Park 
Service, Department of the Interior. 
Washington. D.C. 20240. on or before 
April 14. 1977. However, inasmuch as 
taxpayers are already requesting that 
certifications be made under the Tax Re¬ 
form Act. the procedures set forth below 
will be utilized as Interim procedures 
until such time as the proposed regula¬ 
tions. its they may be amended, arc 
finalized. 

This rulemaking is developed under 
the authority of section 101(a)(1) of the 
National Historic Preservation Act of 
1966, 16 U.S.C. 470a-1 <a> (1970 cd.). as 
amended, and section 2124 of the Tax 
Reform Act of 1976, 90 Stat. 1519. In 
compliance with the National Environ¬ 
mental Policy Act of 1969 <42 U.S.C. 4331. 
et seq.) the National Park Service has 
prepared an environmental assessment of 
these proposed regulations. Based on tills 
assessment, it is determined that imple¬ 
mentation of the proposed regulations is 
not a major Federal action that would 
have a significant effect on the quality of 
the human environment and that an en¬ 
vironmental impact statement is not re¬ 
quired. The assessment is on file In the 
office of the Chief. Office of Archeology 
and Historic Preservation, National 
Park Service, Department of the Interior, 
Washington. D C. 20240, is available for 
public Inspection, and will be available 
for public comment for a period running 
concurrently with the comment period 
for these proposed regulations. 

FEDERAL 


The originators of these proposed reg¬ 
ulations are Carol Shull, Ward Jahdl, 
and Catherine Cole. National Park 
Service. 

In consideration of the foregoing, it is 
hereby proposed that Chapter I of Title 
36 of the Code of Federal Regulations will 
be amended by adding a new Part 67. 
reading ns follows: 

PART 67—HISTORIC PRESERVATION 
CERTIFICATIONS PURSUANT TO THE 
TAX REFORM ACT OF 1976 

S*c. 

67.1 The Tax Reform Act of 1976. 

67.2 Definition*. 

67.3 Who may apply and when. 

67.4 Certifications of historic significance. 

67.6 Standards for evaluating structure* 

within Registered Historic Districts. 

67.6 Certification of rehabilitation. 

67.7 Standards for rehabUitatlon. 

67 8 Appeals. 

Atmiotmr: See. 101(a)(1). 80 3tat 915 is 
amended. (18 U&.C. 470a-Ua) 1: Sec 2124, 90 
Stat. 1519. 

§ 67.1 Tl»e Tax Reform Art of 1976. 

Tile Tax Reform Act of 1976, 90 8tat. 
1519. requires the Secretary to make cer¬ 
tifications of historic significance and 
certifications of rehabilitation in connec¬ 
tion with certain tax incentives involving 
historic preservation. The procedures for 
obtaining such certifications are set forth 
below. The Internal Revenue Service is 
responsible for all procedures, legal de¬ 
terminations and rules and regulations 
concerning the tax consequences of the 
historic preservation Incentives of the 
Tax Reform Act of 1976. Any certifica¬ 
tions made by the Secretary pursuant to 
this part shall not be considered as 
binding upon the Internal Revenue Serv¬ 
ice with respect to tax consequences or 
interpretations of the Internal Revenue 
Code of 1954, nor do certifications that a 
property is a "certified historic structure" 
or that a rehabilitation project consti¬ 
tute determinations that a stucture Is of 
the type subject to the allowance for 
depreciation under section 167 of the In¬ 
ternal Revenue Code of 1954, 

§ 67.2 Definition*. 

As used in these procedures: 

(a) "Certified Historic Structure" 
means a structure w'hich las of a character 
subject to the allowance for deprecia¬ 
tion provided In section 167 of the Inter¬ 
nal Revenue Code of 1954 which is cither 
(I) listed in the National Register: or <2> 
located in a Registered Historic District 
and certified by the Secretary of the In¬ 
terior as being of historic significance to 
the district, (including Registered His¬ 
toric Districts designated under a statute 
of the appropriate StAte or local govern¬ 
ment if such statute Is certified by the 
Secretary to the Secretary of the Treas¬ 
ury as containing criteria which will 
substantially achieve the purpose of pre¬ 
serving an drehabilitating buildings of 
historic significance to the district.) 

(b) "Certified Rehabilitation" means 
any rehabilitation of a certified historic 
structure occurring after June 14. 1976, 
and prior to June 15. 1981. which the 
Secretary has certified to the Secretary 
of the Treasury' as being consistent with 
the historic character of such property 
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or the district in which such property 
is located. 

(C) "Historic District" means a geo¬ 
graphically definable area, urban or 
rural, possessing a significant concen¬ 
tration. linkage, or continuity of site*, 
buildings, structures, or objects which 
are united by past events or aesthetically 
by plan or physical development. 

<d) "Inspection" means a visit by an 
authorized representative of the Secre¬ 
tary of the Interior to a certified historic 
structure for the purposes of reviewing 
and evaluating the significance of the 
structures and the completed rehabilita¬ 
tion work. 

(e) "National Register" means the na¬ 
tional register of districts, sites, build¬ 
ings. structures, and objects significant 
in American history, architecture, arche¬ 
ology, and culture that the Secretary is 
authorized to expand and maintain pur¬ 
suant to section 101(a)(1) of the Na¬ 
tional Historic Preservation Act of I960 
<f> "National Register Program 
means the survey, planning, and regis¬ 
tration program that has evolved under 
the Secretary's authority pursuant to 
section 101(a)(1) of the National His¬ 
toric Preservation Act of 1966. The pro¬ 
cedures of th e Na tional Register program 
appear in 36 CFR Part 60. 

(g) "Registered Historic District” 
means any district listed in the National 
Register or any district designated under 
a 8tate or local statute which has been 
certified by the Secretary as containing 
criteria which will substantially achieve 
the purpose of preserving and rehabili¬ 
tating buildings of historic significance 
to the district. 

<h> "Rehabilitation" means the proc¬ 
ess of reluming a property to a state of 
utility, through repair or alteration 
which makes possible an effieclent con¬ 
temporary use while preserving those 
portions and features of the property 
which are significant to its historic, ar¬ 
chitectural, and cultural values. 

(I) "Secretary" means the Secretary 
of the Interior or the designee authorized 
to carry out his responsibilities. 

cj) "Standards for Rehabilitation’ 
mean the Secretary of the Interiors 
"Standards for Rehabilitation" av set 
forth in § 67.7 hereof. 

<k) "State Historic Preservation Of¬ 
ficer" means the official within each 
State, or his designated representative 
authorized by the State at the request 
of the Secretary to act as liaison for pur¬ 
poses of implementing the requirement* 
of the National Historic Preservation 
Act of 1966. 

<1) "Structure" means a specific piece 
of real estate, including building's) and 
other site improvements. 

§ 67.3 Who may apply un«l when. 

(a) Only the record owner of the prop¬ 
erty in question may apply for the cer¬ 
tifications described in ft 67.4 and 67.6 
hereof. However, upon request of a State 
Historic Preservation Officer, the Secre¬ 
tary may indicate to such officers wheth¬ 
er or not a particular structure located 
within a Registered Historic District U 
of historic significance to such district. 
The Secretary shall do so, however, only 

15, 1977 
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after nottfytng the property owner of 
record of the request, informing such 
owner of the possible tax consequences of 
such decision, and permitting the prop¬ 
erty owner to submit written comments 
to the Secretary prior to decision. 

<b> Requests for certifications pur¬ 
suant to this part may be made only with 
respect to properties listed in the Na¬ 
tional Register or located within a Reg¬ 
istered Historic District. 

§ 67A Ortilicaiiom of liiitorir »ignili* 
CAitrc. 

fa) Requests for evaluation of historic 
significance as required by sections 2124 
fa), (b>. fc>. and (d> of the Tax Reform 
Act of 1976 should be made by the owner 
in accordance with the respective pro¬ 
cedures for the following categories of 
certifications: <1> That a structure is 
lifted in the National Register: f2) that 
a structure is located within a Registered 
Historic District but Is or is not of his¬ 
tone significance to such district. 

<b> If the property is individually 
listed in the National Register: 

fl) To determine whether or not a 
property is individually listed in the Na¬ 
tional Register, the owner should consult 
the listing of National Register proper¬ 
ties in the Federal Register (found in 
most large libraries). This listing gener¬ 
ally appears the first Tuesday of Febru¬ 
ary each year, with regular monthly up¬ 
dates If access to the Federal Register is 
difficult, the owner shall contact the 
appropriate State Historic Preservation 
Officer for this information. The owner 
may make a written request to the Secre¬ 
tary for confirmation that his property is 
listed in the National Register and is 
therefore a "Certified Historic Struc¬ 
ture." The Secretary shall send confir¬ 
mation to the owner by letter. 

<2> If the property is individually 
listed in the National Register and the 
owner believes it has lost the character¬ 
istics which caused it to be nominated 
and therefore wishes it delisted, the 
owner should refer to the procedures 
outlined in 36 CFR 6t).l7. 

fc> If the property is located within 
the boundaries of a Registered Historic 
District listed in the National Register 
and the owner wishes the Secretary to 
certify as to whether the structure is of 
historic significance to the district, the 
owner must make written application to 
the appropriate State Historic Preserva¬ 
tion Officer and provide the following 
minimum documentation to the State 
Historic Preservation Officer, upon his 
request 

fl) Name of owner: <2> name and ad¬ 
dress of structure: <3> name of historic 
district; < 4> current photographs of 
structure; (5) brief description of ap¬ 
pearance including alterations, distinc¬ 
tive features and spaces; and dnte(s> of 
construction; <6> brief statement of sig¬ 
nificance (architectural and/or histor¬ 
ical and <7> signature of property 
owner requesting the evaluation. 

* T* 10 State Historic Preservation 
forward the information 
listed in paragraph (c) of this section, 
along with his written recommendation 


as to the significance of the structure, to 
the Keeper of the National Register. 
Office of Archeology and Historic Preser¬ 
vation. National Park Service. Depart¬ 
ment of the Interior. Washington. D.C, 
20240. An "Application for Evaluation of 
Significance" shall be used in requesting 
an evaluation from the Secretary. Appli¬ 
cation forms are supplied to the State 
Historic Preservation Officers by the 
Keeper of the National Register at the 
address given above. 

<e> The State Historic Preservation 
Officer shall forward the "Application 
for Evaluation of Significance" to the 
Keeper of the National Register within 
45 days after the owner has submitted 
the required information. If this period 
lias expired without such actions being 
taken the owner may request an evalua¬ 
tion of significance directly from the 
Keeper of the National Register by com¬ 
pleting an "Application for Evaluation 
of Significance" which includes the in¬ 
formation listed in paragraph (c> of this 
section. 

<f> Structures within Registered His¬ 
toric Districts listed in the National 
Register will be evaluated for conform¬ 
ance with the Secretary** "Standards for 
Evaluating Structures within Historic 
Districts" as set forth in 5 67.5 hereof 
based on National Register Criteria as 
set forth in 36 CFR 60 6. Once the sig¬ 
nificance of the structure has been de¬ 
termined by the Secretary, written noti¬ 
fication will be sent directly to the prop¬ 
erty owner in the form of a Certification 
of Significance or as a notice that the 
structure docs not contribute to the his¬ 
toric significance of the district. Written 
notification will be made within 45 davs 
of receipt of the "Application for Evalu¬ 
ation of Significance.** 

§ 67.5 Slanilurd* for evaluating ilrur> 
ture* within KrgUtrrrd IliMorte Dis¬ 
trict* 

Structures located within Registered 
Historic Districts are reviewed by the 
Secretary for conformance to the fol¬ 
lowing "Standards for Evaluating Struc¬ 
tures within Historic Districts." These 
standards shall be used by the State His¬ 
toric Preservation Officer in making rec¬ 
ommendations to tiie Secretary. 

(a) A structure contributing to the 
historic significance of a district is one 
which by location, design, setting, mate¬ 
rials, workmanship, feeling, and associa¬ 
tion adds to the district's sense of time 
and place and historical development. 

<b> A structure not contributing to 
the historic significance of a district Is 
one which detracts from the district's 
sense of time and place and historical 
development intrinsically; or when the 
integrity or the original design or indi¬ 
vidual architectural features or spaces 
have been irretrievably lost. 

<c> Ordinarily structures that have 
been built within the past 50 years shall 
not be considered eligible unless a strong 
Justification concerning their historical 
or architectural merit is given or the his¬ 
toric attributes of the district are con¬ 
sidered to be less than 50 years old. 


§ 67.6 frrtifiration of rrliahiltlalion. 

Property owners desirous of having re¬ 
habilitations of certified historic struc¬ 
tures certified by the Secretary as "cer¬ 
tified rehabilitation" within the meaning 
of section 2124 of the Tax Reform Act 
of 1976 shall comply W'ith fhe following 
procedures: 

<a> Obtain from the appropriate State 
Historic Preservation Officer or from the 
Technical Preservation Services Division. 
Office of Archeology and Historic Pres¬ 
ervation. National Park Serv ice, Depart¬ 
ment of the Interior, Washington, D.C. 
20240. nn "Application for Certified Re¬ 
habilitation" and a "Request for Inspec¬ 
tion of Certified Rehabilitation." 

<b> Complete the "Application for Cer¬ 
tified Rehabilitation" form and submit 
it to the State Historic Preservation Offi¬ 
cer. The application may be for proposed 
rehabilitation or completed rehabilita¬ 
tion. In the latter case, a "Request for 
Inspection of Certified Rehabilitation" 
should be submitted along with the "Ap¬ 
plication for Certified Rehabilitation.” 

<C> If the work described in the "Ap¬ 
plication for Certified Rehabilitation" 
has not commenced, the appropriate 
State Historic Preservation Officer shall 
review* the proposed project as to w r hether 
or not the project is likely to meet the 
Secretary of the Interior's "Standards 
for Rehabilitation" and forward the ap¬ 
plication and recommendation to the 
Secretary within 45 days of receipt of 
the application and anv additional In¬ 
formation the State Historic Preserva¬ 
tion Officer may request. 

<d> Upon request of the application 
describing the proposed project and the 
recommendation from the State His¬ 
toric Preservation Officer, the Secretary 
shall determine if the proposed project 
is consistent with the "Standards for Re¬ 
habilitation.*' The owner shall be notified 
In wanting usually within 45 days whether 
the proposed project, as described in the 
application, is consistent with the 
"Standards for Rehabilitation." If the 
proposed project does not meet the 
"Stundards for Rehabilitation," the 
owner shall be advised directly or 
through the State Historic Preservation 
Officer of necessary revisions to meet 
such standards. 

<e> Upon completion of the rehabilita¬ 
tion protect, the owner shall submit the 
"Request for Inspection of Certified Re¬ 
habilitation" to the Secretary through 
the State Historic Preservation Officer. 
The completed project shall then be in¬ 
spected by an authorized representative 
of the Secretary to determine that the 
work meets the "Standards for Rehabili¬ 
tation" and. if so. the Secretary shall 
certify the project. If otherwise qualified, 
as "certified rehabilitation." Inspections 
will normally be made within 30 days of 
receipt by the State Historic Preserva¬ 
tion Officer of the "Request for Inspec¬ 
tion of Certified Rehabilitation" form. 
Notification as to certification shall be 
in writing and will normally be made 
within 45 days of the inspection. 

(f) In the event that the completed 
rehabilitation project docs not meet the 
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“Standards for Rehabilitation," an ex¬ 
planatory letter will be sent to the owner. 
An appeal from this decision may be 
made by the owner pursuant to section 
67.8 hereof. 

§ 67.7 Standard* for rehabilitation. 

(а) The following “Standards for Re¬ 
habilitation" shall be used by the Secre¬ 
tary when determining if a rehabilitation 
project qualifies as "certified rehabilita¬ 
tion." 

(1) Every reasonable effort shall be 
made to use a structure for its originally 
Intended purpose or to provide a com¬ 
patible use which will require minimum 
alteration to the structure and its envi¬ 
ronment. 

(2) Rehabilitation work shall not de¬ 
stroy the distinguishing qualities or 
character of the structure and its envi¬ 
ronment The removal or alteration of 
any historic material or architectural 
features should be held to a minimum. 

(3> Deteriorated architectural features 
shall be repaired rather than replaced, 
wherever possible. In the event replace¬ 
ment is necessary, the new material 
should match the material being replaced 
in the composition, design, color, texture, 
and other visual qualities Repair or re¬ 
placement of missing architectural fea¬ 
tures should be based on accurate dupli¬ 
cations of origtnal features, substanti¬ 
ated by physical or pictorial evidence 
rather than on conjectural designs or the 
availability of different architectural fea¬ 
tures from other buildings. 

(4) Distinctive stylistic features or ex¬ 
amples of skilled craftsmanship which 
characterize historic structures and often 
predate the mass production of building 
materials shall be treated with sensitiv¬ 
ity. 

(5) Changes which may have taken 
place in the course of time are evidence 
of the history and development of the 
structure and its environment. These 
changes may have acquired significance 
in their own right, and this significance 
shall be recognized and respected. 

(б) All structures shall be recognized 
as products of their own time. Alterations 
to create an earlier appearance shall be 
discouraged. 

(7) Contemporary design for additions 
to existing structures or landscaping 
shall not be discouraged if such design 
is compatible with the size, scale, color, 
material, and character of the neighbor¬ 
hood. structures, or its environment. 

(8) Wherever possible, new additions 
or alterations to structures shall be done 
in such a manner that if they were to be 
removed in the future, the essential form 
and integrity of the original structure 
would be unimpaired. 

<b) Guidelines to help property owners 
formulate plans for the rehabilitation, 
preservation, and continued use of his¬ 
toric properties consistent with the in¬ 
tent of the Secretary’s "Standards for 
Rehabilitation." are available from the 
Technical Preservation Services Division, 
Office of Archeology and Historic Pres¬ 
ervation. National Park Service, Depart¬ 
ment of the Interior. Washington. D.C. 
20240. 


g 67.8 Appeal*. 

An appeal may be made from any of 
the certifications or denials of certifica¬ 
tions made pursuant to this part. Such 
appeals must be in writing and received 
by the Chief, Office of Archeology and 
Historic Preservation, National Park 
Service. Department of the Interior. 
Washington, D C. 20240 within 30 days of 
receipt by the appellant of the decision 
which is the subject of the appeal. The 
Chief. Office of Archeology and Historic 
Preservation, will review such appeals 
and the written record of the decision in 
question and shall advise the appellant of 
his determination on the appeal within 
30 days of its receipt unless the appellant 
is required to submit additional Informa¬ 
tion. The decision of the Chief, Office of 
Archeology and Historic Preservation, 
shall be the final administrative decision 
on the matter. Appeals pursuant hereto 
should be mailed to the address noted 
above. 

Dated, February 23. 1977. 

Approved: 

EH NEST A. CONNALLY, 

Acting Director , 
National Park Service . 

(FR DOC.77-7574 Filed 3-14-77;8 45 ami 


ENVIRONMENTAL PROTECTION 
AGENCY 
[ 40 CFR Part 52 ] 

IFHL 698-8| 

STAGE II VAPOR RECOVERY REGULATIONS 
ANO TEST PROCEDURES 

Hearing on Reproposal of Amendments 

On November 1. 1976. a notice of Pro¬ 
posed Rulemaking was published <41 FR 
48044) that described a proposal to adopt 
regulations pursuant to Section 110(a) 
(1) of the Clean Air Act, as amended. 42 
U.S.C. 1957 C-5<aXl). designed to re¬ 
duce ambient levels of certain automo¬ 
bile related pollutants including hydro¬ 
carbons and photochemical oxidants. The 
proposed rulemaking addressed the pro¬ 
priety of promulgating regulations for 
the recovery of gasoline vapors from the 
motor vehicle refueling process (Stage 
II Vapor Recovery! • 

In the notice of proposed nllcmaking 
published November 1. 1976. it was an¬ 
nounced that hearings would be held, in 
addition to the hearing therein an¬ 
nounced. in each state in which the rules 
will apply to the extent that there is an 
expressed Interest. Such an Interest has 
been expressed in the State of California 
and therefore a hearing will be held as 
hereafter announced. 

A hearing will be held by the Environ¬ 
mental Protection Agency on April 14, 
1977, beginning at 9:00 am. in the Con¬ 
ference Rooms of EPA. Region IX. Sec¬ 
ond Floor, 100 California Street. San 
Francisco. Calijomia. 

The hearing may be continued from 
time to time, or to a different place, after 
Us commencement, to acommodate the 
needs of witnesses or the EPA. 


All interested parties are invited to ex¬ 
press their views at this hearing. Per¬ 
sons wishing to make comments may 
submit same in writing and/or appear 
at the hearing. Written comments should 
be submitted. In triplicate, to: 

U.S. Environmental Protection Agency. Attn: 

Hearing Office. HE 134, Reirlon IX. 100 Cali¬ 
fornia Street. San Francisco, CA 94111. 

Oral statements will be received and 
considered, but. for accuracy of the rec¬ 
ord. all Important testimony should be 
submitted in writing. Oral statements 
should summarize extensive written ma¬ 
terials so that there will be time for all 
interested persons to be heard. Enough 
copies of written materials should be 
produced so that other Interested per¬ 
sons may receive a copy and there will 
not be a necessity for written materials 
to be read at length. 

Dated: March 8,1977. 

R. L. O’Connell. 

Acting Regional Administrator 
|FR Doc.77-7617 Filed 3-14-77:B:45 am) 


FEDERAL COMMUNICATIONS 
COMMISSION 

[ 47 CFR Parts 89. 91,93, 95 ] 
f Docket No. 21137; FCC 77-1681 
VARIOUS PRIVATE LAND MOBILE RADIO 
SERVICES 

Permissibility of Use of Automatic Morse 
Code Identification Equipment 

Adopted: March 4, 1977. 

Released: March 9,1977. 

In the matter of amendment of Parts 
89. 91, 93. and 95 of the Commission’s 
rules and regulations to permit the use 
of automatic Morse Code identification 
equipment, Docket No. 21137; FCC 77- 
168. 

1. Over the past several years the 
Commission has received numerous in¬ 
quiries regarding the permissibility of 
the use of automatic Morse Code inden- 
tification equipment in the various 
private land mobile radio services. In¬ 
cluding the CB Service. Proponents point 
out that the use of such a device would 
insure that the station identification re¬ 
quirements specified in the rules are 
satisfied, and. particularly in highly 
active communications systems, relieve 
the control operator of the burden of 
either "watching the clock" to make 
sure the required time interval does not 
pass, or eke transmitting the station’s 
call sign much more often than is neces¬ 
sary. Automatic Morse Code identifiers 
would also be preferred from the co*t- 
advantage standpoint, since, in general, 
their cost is about one fourth of that of 
an automatic voice Identifier. In the CB 
Service, such devices could result in 
station identification by licensees who 
now identify Infrequently, or not at all 

2. Except for a special provision allow¬ 
ing the use of automatic Morse Code 
Identification in trunked systems operat¬ 
ing in the 806-866 MHz band 1 the use of 


»See | 89.605. 
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this technique has been prohibited be¬ 
cause It would require the use of an emis¬ 
sion <A2 or F2> not authorized to li¬ 
censees solely engaged In voice com¬ 
munications * and would require the 
supervision of a licensed radiotelegraph 
operator. 1 In fact, even in the case of 
non-voice operations Involving the use of 
A2 or F2 emission, the rules presently re¬ 
quire that station identification be given 
by voice. 4 

3. In addition to the restraints imposed 
by the rules, our policy against wide¬ 
spread use of automatic Morse Code 
Identification resulted, in part, from 
several uncertainties associated with the 
technical operation of these devices. For 
example, in a number of demonstrations 
of automatic Morse Code identification 
equipment, the identification was trans¬ 
mitted simultaneously with ongoing 
voice communications and was of in¬ 
sufficient amplitude to be readable by 
even the most expert observers. This 
problem could be overcome by our 
requiring that the identification be 
transmitted either independently (inter¬ 
rupting voice communlctions) or 
subsequent to voice communications. 
Under these circumstances the modula¬ 
tion level Is not critical. We recognize, 
however, that such an approach is not 
satisfactory because of the potential of 
interruption of vital communications. 
Accordingly, we are proposing simulta¬ 
neous transmission of Morse code identi¬ 
fication with voice, provided that the 
level of Morse code modulation Is 40 per¬ 
cent. ±10 percent, with the modulating 
tone to be at the frequency 750 Hz±10 
Hz. We solicit specific comments on the 
feasibility of attaching a Alter to the 
receiver which could reduce or eliminate 
the tone. 

4. Another issue requiring considera¬ 
tion is the anticipated Impact of Morse 
Code identification on licensees un¬ 
familiar with it and. especially in the CB 
Service, their ability to identify co¬ 
channel users causing them interference. 
It is our belief that while Morse Code 
identification may not be immediately 
decipherable by the untrained, it should 
be possible for such persons either to 
tape the signal or to transcribe the dots 
and dashes into the proper grouping for 
delayed Interpretation. Accordingly, we 
propose a Morse Code fixed transmission 
rate of 25 words per minute. We also 
have under consideration the necessity 
for frequent transmission of a station's 
call sign during a scries of brief trans¬ 
missions and the Impact this could have 
in a service utilizing congested channels. 
*uch as the CB Service. We have 
proposed to amend PArt. 95 to relax 
somewhat the present ID interval re¬ 
quirements. 

5. It Is noted that the Commission 
presently has under consideration Docket 
20351,’ which concerns the Implementa- 
tion of an A utomatic Tranmitter Identi- 

a See n 89.105. 91.103, 93.103. 95.59. 95.459. 
and 95 611(d) (2) (1). 

’Set H 89.163(b). 91154(b). and 93 154(b). 

•Sections 80 105(d)(8). 91.103(b)(5). 93.- 

Notice of proposed rulemaking released 
February 13, 1975 (FCC 75-145. 40 FR 7678). 


fication System (ATIS) for stations In 
the private land mobile radio services. 
While ATIS Is regarded as the ideal 
long-term solution to the various station 
identification problems, the implementa¬ 
tion of such a system has raised a num¬ 
ber of complicated questions which are 
still in the process of being resolved. This 
automatic Morse Code proposal is set 
forth as in interim measure affording 
licensees a convenient means of resolv¬ 
ing their station Identification problems 
until an acceptable form of ATIS can be 
developed. 

6. In view of the above-mentioned 
consideration, we propose to amend Parts 
89. 91. 93, and 95 of the Commission's 
rules to permit the use of automatic 
Morse Code Identification equipment in 
the services governed by those parts. 
Authority for the proposed amendments 
is contained in sections 4(1) and 303 of 
the Communications Act of 1934, as 
amended. Pursuant to applicable proce¬ 
dures set forth in 9 1.415 of the Com¬ 
mission's rules, Interested parties may 
file comments on or before May 17. 1977 
and reply comments on or before June 16, 
1977. Relevant comments and reply com¬ 
ments will be considered by the Com¬ 
mission before taking final action in this 
proceeding. In reaching its decision, the 
Commission may also take into account 
other relevant information before it, in 
addition to the specific comments Invited 
by this notice. 

7. In accordance with the provisions 
of S 1.419 of the Commission's rules, an 
original and five copies of all statements, 
briefs, or comments shall be furnished 
the Commission. Responses will be avail¬ 
able for public Inspection during regular 
business hours in the Commission’s Pub¬ 
lic Reference Room at its headquarters 
in Washington. D.C. 

Federal Communications 
Commission, 

Vincent J. Mullins. 

Secretary . 

A. Part 89 of the Commission's rules 
U proposed to be amended as follows: 
(Parts 91 and 93 would be similarly 
amended). 

1 In 9 89.105, Paragraphs (d> and 
(d)(5) are amended to read as follows: 

§ 89.105 Type* of rnuMion. 

• • • » • 

(d) Except for automatic station iden¬ 
tification, tone paging, telemetry, radio¬ 
teleprinter. radiofacsimile, and auto¬ 
matic vehicle location systems, and 
except as otherwise provided in this part, 
the use of A2, A9, F2. or F9 emission 
(audio frequency tone shift or phase 
shift) by stations in these services may 
be authorized only in accordance with 
the following limitations and require¬ 
ments: 


(5) Required station identification for 
non-voice operations must be made by 
either F2. F3. A2. or A3 emission and 
may be given by the base station for 
a base-mobile system. 

2. A new* paragraph (1) is added to 
9 89.153: 


g 89.153 Station identification. 

• # • • • 

(1) Automatical activated equipment 
may be used to transmit station identi¬ 
fication in international Morse code: 
Providing, That the modulating tone is 
750 Hz±10 Hz. and that the level of 
modulation of the identification signal 
is maintained at 40 percent±10 percent. 

B. Part 95 of the Commission's rules is 
proposed to be amended, as follows: 

1. In 9 95.59. paragraph (a) is 
amended to read, as follows: 

§ 95.59 Emission type* authorized. 

(a) Transmitters used at stations in 
this service will normally be authorized 
to transmit radiotelephony only. Radio¬ 
telephony includes the use of A2 or F2 
emissions for the purpose of transmitting 
station identification in international 
Morse code. 

• • • • • 

2. In 9 95.71. paragraph <e) is deleted, 
and paragraphs (a), <b), (c) and (d> 
are amended to read as follows: 

§ 95.71 Station identification, 

(a) Except as provided in paragraph 
(c) of this section, all communications 
shall be Identified by the call sign of the 
transmitting station during each series 
of transmissions but at least at intervals 
not to exceed 15 minutes during a con¬ 
tinuous exchange of communications. 

(b) Except as provided in paragraph 
<d> of this section, the call sign shall be 
clearly transmitted In the English lan¬ 
guage. A phoneti? alphabet may be used 
as an aid for identification. A unit des¬ 
ignator or special identifier may be 
used in addition to. but not instead of. 
the station call sign. 

<c> A station need not identify its 
transmissions if: 

(1) The station automatically retrans¬ 
mits another station which identifies 
properly: or 

(2) TTie station is not being used for 
telephony emissions. 

(d) In lieu of the station identifica¬ 
tion required by paragraph (b) of this 
section, automatically activated equip¬ 
ment may be used to transmit station 
identification in international Morse 
code, if: 

(1) The modulating tone is 750 Hz±10 
Hz and the level of modulation of the 
identification signal is maintained at 40 
percent±10 percent; and 

<2) The code speed is maintained at 
25 words per minute. 

3. In 9 95.459, paragraph (b) Is 
amended to read, as follows: 

g 95.459 Telephony only. 

• • • • 4 

(b) Tone signals or signalling devices 
shall not be used, except for stations 
identification purposes or for functions 
such as tone operated squelch or selec¬ 
tive calling circuits used primarily to 
establish or maintain voice contact. 
Signals shall not be used solely to attract 
attention or to control remote objects or 
devices. 
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4. In { 95.471, paragraphs (a). <b> and 
<c) are amended to read as follows: 

§ 93.471 Station Identification. 

(a) All communications must be iden¬ 
tified by the station call sign during each 
series of transmissions, but at least at 
intervals not to exceed 10 minutes. 

(b) Except as provided in paragraph 
<c> of this section, the CB station call 
sign must be clearly given in the English 
language. A phonetic alphabet may be 
used as an aid for identification. A 
'•Handle," unit designator, or special 
identifier may be used in addition to. but 
not instead of. the station call sign. 

(c) In lieu of the station identification 
required by paragraph <b> of this section, 
automatically activated equipment may 
be used to transmit station station iden¬ 
tification in international Morse code, 
if: 

(1) The modulating tone is 750 Hz±10 
Hz and the level of modulation of the 
identification signal is maintained at 40 
percent ±10 percent; and 

(2) The code speed is maintained at 
25 words per minute. 

5. In 195.513. a new paragarph <c> is 
added, as follows: 

§ 95.313 Modification of transmitters. 

• • • • • 

(c) Notwithstanding paragraphs (a* 
and (b) of this section, automatically 
activated equipment used only to trans¬ 
mit station identification in interna¬ 
tional Morse code may be connected or 
attached to a transmitter if: 

(1) All attachments or connections 
are made by or under the immediate 
supervision and responsibility of a per¬ 
son holding a first or second class com¬ 
mercial radio telephony or telegraphy 
license; and 

(2) The automatically activated 
equipment does not affect the proper 
operation of the transmitter to which 
it is attached or connected; and 

(3) The code speed of the automatic 
equipment Is maintained at 25 words per 
minute: and 

(4) The modulating tone is 750 Hz± 
10 Hz and the level of modulation of 
the identification signal is maintained 
at 40 percent±10 percent. 

6. In 4 95 611. paragraph (d) (2) (i) is 
amended to read, as follows: 

§ 95.611 Availability of frequencies. 


<d> • • • 

( 2 ) • • • 

(I) The frequencies listed above are 
available for use with radiotelephony 
(voice) transmissions only. Radiotele¬ 
phony include the use of A2 or F2 emis¬ 
sions for the purpose of transmitting 
station identification in international 
Morse code. 

• • • • 

7. In 1 95 645, a new paragraph (d> 
(12) is added, as follows: 


FEDERAL 


§ 95.6-13 Additional requirement* for 
type acceplanee. 

• « 9 • • 

(d> • • • 

<12> Automatically activated equip¬ 
ment used only to transmit station iden¬ 
tification in international Morse code 
if: 

(i) The modulating tone is 750 Hz± 10 
Hz and the level of modulation of the 
identification signal is maintained at 
40 percent±10 percent; and 

<li) The code speed Is maintained at 
25 words per minute. 

[FR Doc.77-7599 Filed 5-I4-77;8:45 am] 


DEPARTMENT OF AGRICULTURE 

Animal and Plant Health Inspection 
Service 

[ 9 CFR Parts 1 and 2 ] 

ANIMAL WELFARE 
Notice of Proposed Rulemaking 

• Purpose: The purpose of this docu¬ 
ment is to propose new and revLscd reg¬ 
ulations under the Animal Welfare Act 
with respect to health certification, 
C.O D. transactions, minimum age, rec¬ 
ordkeeping. annual reports required of 
research facilities and certain other gov¬ 
ernmental instrumentalities and other 
requirements for certain animals, to con¬ 
form to the Animal Welfare Act Amend¬ 
ments of 1976 ‘Pub. L-94-279) enacted 
on April 22. 1976. • 

Notice is hereby given in accordance 
with the administrative provisions in 5 
UiS.C. 553. that, pursuant to the provi¬ 
sions of the Animal Welfare Act (7 U5.C. 
2131 et seq.), as amended by the Animal 
Welfare Act Amendments of 1976 (Public 
Law 94-279), the Animal and Plant 
Health Inspection Service Is proposing 
to amend Parts 1 and 2 of Subchapter A. 
Chapter 1. Title 9, Code of Federal Reg¬ 
ulations. to (1) require persons required 
to be licensed or registered under the Act 
and Federal. State and local govern¬ 
mental agencies or instrumentalities to 
provide a health certificate by a licensed 
veterinarian for live dogs. cats, or non¬ 
human primates presented to any carrier 
or intermediate handler for transporta¬ 
tion in commerce. (2) require a minimum 
age of eight (8) weeks be established for 
dogs and cats presented by any person to 
any carrier or intermediate handler for 
transportation, in commerce, except to 
registered research facilities. <3> require 
all C.OT). type arrangements for ship¬ 
ping animals in commerce by any inter¬ 
mediate handler or carrier to be pro¬ 
hibited unless, the consignor guarantees 
in writing, payment of all traasportation 
costs. Including any return transporta¬ 
tion and any other incidental or out-of- 
pocket expense for any animal shipped 
in commerce by any intermediate hand¬ 
ler or carrier, < 4 > change recordkeeping 
requirements for dealers, exhibitors, re¬ 
search lac ill ties, and operators of auction 
sales to allow the flexibility of using their 
systems of recordkeeping. (5) to change 
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and clarify the annual reporting require¬ 
ments for research facilities and certain 
governmental instrumentalities and the 
responsibilities of the Institutional com¬ 
mittee and attending veterinarian. (6) 
amend definitions in the regulations to 
conform with the Animal Welfare Act 
Amendments of 1976. (7) add certain 
new definitions, and <8> rearrange the 
definitions in an appropriate order of as¬ 
sociated subjects. 

Statement of considerations . The An¬ 
imal Welfare Act Amendments of 1976, 
enacted on April 22, 1976. extensively 
amended the Act of August 24.1966 (Pub 
L. 89-544). as amended by the Animal 
Welfare Act of 1970 (Pub L. 9-579> <7 
U.SC. 2131 et scq>. Provisions of the 
recent legislation require that certain 
regulations promulgated under the pre¬ 
vious Acta be amended and new regula¬ 
tions adopted, concerning, among other 
things, health certification, minimum 
age requirements, and COD. require¬ 
ments. 

On May 14.1976, the Department pub¬ 
lished In the Federal Register <41 FR 
19994) a notice of public meetings to be 
held to obtain views, comments, argu¬ 
ments. and other input from the public 
in order to propose reasonable and effec¬ 
tive regulations relating to health cer¬ 
tification. minimum age requirements, 
and CO D. provLsions. These meetings 
were held In College Park. Maryland, on 
May 25. 26. 27, 1976. and were attended 
by representatives of animal welfare or¬ 
ganization. gamecock breeder organiza¬ 
tions, the pet industry, the transporta¬ 
tion industry, other Federal departments 
and agencies, and by interested members 
of the general public. 

Comments voiced at the public meet¬ 
ings Indicated that for the present time 
health certification requirements should 
be made applicable to dogs, cats, and 
nonhuman primates delivered by any 
dealer, research facility, exhibitor, or 
operator of an auction sale, or Federal 
or State governmental agency or instru¬ 
mentality, to any intermediate handler 
or carrier for shipment in commerce, and 
that USDA should provide a form for 
such certification by a licensed veterina¬ 
rian. The participants indicated that a 
minimum requirement of eight weeks 
of age for dogs and cats should be estab¬ 
lished provided such animals have been 
weaned for a sufficient period of time 
to take solid food and water on their own. 
Discussions involving COD. require¬ 
ments indicated a need by the parties at¬ 
tending the meetings for a better un¬ 
derstanding of the law rather than 
providing input Into the proposed rule- 
making. 

The proposal would provide for a 
health certification, as required by the 
Act. as amended, for certain live dogs, 
rata, and nonhuman pnmates which are 
delivered to an intermediate handler or 
carrier for transportation in commerce, 
by any dealer, research facility, exhibi¬ 
tor. operator of an auction sale, or any 
department, agency, or instrumentality 
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of the United States or of any State or 
local government. A form is proposed 
which may be used for such health cer¬ 
tification. as well as for identification of 
animals and recordkeeping by persons 
subject to the Act. Such certification 
would be made by a doctor of veterinary 
medicine licensed to practice veterinary 
medicine in any State of the United 
States or the Commonwealth of Puerto 
Rico, within 10 days prior to delivery of 
such live dog. cat. or nonhuman primate 
to the intermediate handler or carrier. 

The Department proposes that any live 
dog or cat delivered by any person 'in¬ 
cluding private owners) to any carrier or 
intermediate handler for transportation 
in commerce shall be at least eight weeks 
of age and have been weaned for a period 
of at least five days. Certain exceptions 
art proposed for specified animals which 
are shipped to research facilities for both 
the health certification and minimum 
age requirements. The authority for 
these exceptions are provided by the Act, 
a> amended. 

As required by the Act. as amended, 
lilt Department proposes that no C.O.D. 
type arrangement will be used in the 
transportation of animals by interme¬ 
diate handlers or carriers in commerce 
unless the consignor guarantees in writ¬ 
ing the payment of all transportation 
casts, including any return transporta¬ 
tion. and any other incidental or out-of- 
pockct expenses involved for the care, 
feeding and storage or housing of the 
animal if the consignee fails to accept 
delivery of the shipment within 48 hours 
of notification. 

Under the proposed regulations, the 
intermediate handler or carrier must re¬ 
turn to the consignor, or to his designee, 
any C.O.D. animal shipment not claimed 
within 48 hours after notice to the con¬ 
signee of the animal's arrival at destina¬ 
tion. In order to eliminate possible 
lengthy storage of such animals upon 
arrival at destination, it is believed nec¬ 
essary that definite periods of time for 
notification of consignees by carriers 
and intermediate handlers should be es¬ 
tablished. A maximum period of 24 
hours is proposed for consignee notifica¬ 
tion. This would make a maximum pe¬ 
riod of 72 hours an animal would have 
to wait for pickup by the consignee or be 
returned to the consignor. It is also pro¬ 
posed that the intermediate handier or 
carrier at destination be required to at¬ 
tempt to notify the consignee of C.O.D. 
shipments at least every 6 hours after 
their arrival at destination for a maxi¬ 
mum period of 24 hours. Thereafter, if 
the consignee cannot be located, the ani¬ 
mal or animals involved would be re¬ 
quired to be returned to the consignor 
or such other person designated by the 
consignor. These proposed regulations 
would not prohibit any carrier or inter¬ 
mediate handler from requiring any ad¬ 
ditional guarantee for the payment of 
the cost of transportation. Incidental or 
out-of-pocket expenses connected with 
*uch shipments. 

Pursuant to the Act, as amended, the 
department proposed recordkeeping re¬ 
quirements for carriers and intermediate 


handlers relating to health certifications 
and C.O.D. shipments in which they are 
involved. Present regulations require a 
two year recordkeeping period for deal¬ 
ers, exhibitors, operators of auction sales 
and research facilities. Documentation 
of alleged violation cases involving per¬ 
sons subject to the Act very often re¬ 
quires inspection of records which were 
made over a year previous. Therefore, 
the same two year recordkeeping period 
is proposed for carriers and intermediate 
handlers as is required for other persons 
subject to the Act. 

Since the amendments to the Act have 
deleted the requirement that records be 
maintained on forms supplied by the 
Secretary, It is proposed that records for 
dealers, exhibitors, research facilities, 
and operators of auction sales be kept by 
one of three alternative methods: The 
first would be to utilize records created 
and used by such dealer, exhibitor, re¬ 
search facility, or operator of on auction 
sale unless disapproved by the Veteri¬ 
narian in Chicago for not containing the 
information required by the regulations: 
the second would allow any such person 
who handles dogs and cats to continue 
using current forms which arc supplied 
by the Secretary: and the third would 
provide for the use of a new form which 
is also being developed for health cer¬ 
tification purposes. 

The proposed amendments to the reg¬ 
ulations cite specific Information, simi¬ 
lar to that required on VS Forms 18-5 
and UMJ, revised, for dogs and cats and 
similar to that required on VS Forms 18- 
19 and 18-20, for animals other than 
dogs and eat*, to be maintained by deal¬ 
ers. exhibitors, research facilities, and 
operators of auction sales. Such persons 
would be authorized to keep such Infor¬ 
mation on their own forms and utilize 
their own recordkeeping system. Such 
methods of recordkeeping and forma 
would be required to contain the req¬ 
uisite information in a manner easily 
understood and not In any code such as 
a computer might use. 

This proposed form of recordkeeping. 
*1) eliminates costly duplication of In¬ 
formation and records. (2) provides the 
pertinent information necessary to trace 
stolen animals, and <3) satisfies the re¬ 
quirements of breed registries for trans¬ 
fer of ownership of dogs and cats with¬ 
out the use of additional forms. 

There has been some misunderstand¬ 
ing concerning the circumstances under 
which records must be kept for animals 
as provided in the regulations (9 CFR 
2.75-2,79). The regulations specifically 
require certain records to be kept with 
respect to each animal "purchased or 
otherwise acquired, held, transported, or 
sold, or otherwise disposed of" by a 
dealer, exhibitor, research facility, or 
operator of an auction sale. The Animal 
and Plant Health Inspection Service has 
interpreted these provisions as requiring 
such persons to Identify in their records 
all animals in their possession or under 
their control. Otherwise, there is no way 
to be sure that persons subject to the Act 
are complying with the identification and 
recordkeeping requirements of the Act. 


Therefore. In order to clarify this matter. 
It is proposed that the regulations be 
amended to specify that records must be 
kept by all dealers, exhibitors, research 
facilities, and operators of auction sales 
with respect to animals covered by tire 
Act which are purchased, acquired, 
owned, held, or otherwise In their potsscs- 
sion or under their control, including any 
offspring bom of such animals while in 
their possession or under their control, 
transported, or sold, or otherwise dis¬ 
posed of by such persons. 

The proposed amendments to the regu¬ 
lations would change the definition of 
the terms "commerce", "State", "dealer", 
•'animal". "Act", and "registrant", and 
the definition of "affecting commerce" 
would be deleted and the term "in com¬ 
merce" substituted throughout the regu¬ 
lations. to conform to the recent amend¬ 
ments to the Act. The proposed amend¬ 
ments to the regulations would also add 
new detentions for the terms "licensed 
veterinarian", "intermediate handler", 
"carrier", "attending veterinarian", and 
••weaned". It is also p ropo sed that Part 1 
of the regulations <9 CFR 1.1 et. seq.) be 
revised to rearrange the definitions in on 
appropriate order of associated subjects 
and to make certain other technical, 
nonsubstantive changes. 

Prior to the recent amendments, the 
Act required any department, agency, or 
instrumentality of the United States 
having laboratory animal facilities to 
comply with the standards promulgated 
by the Secretary for research facilities, 
but did not require such department, 
agency, or instrumentality of the United 
States to submit an annual report show¬ 
ing that It follows professionally accept¬ 
able standards governing care, treatment 
and use of animals. The recent amend¬ 
ments to the Act require the submission 
of an annual report by such departments, 
agencies, or instrumentalities of the 
United States, and the regulations would 
be amended to require such reports. 

The Animal and Plant Health Inspec¬ 
tion Service proposes to add the term 
"testing" to the phrase "animals used in 
research or experimentation" in pro¬ 
posed l 2 28 of the regulations con¬ 
cerning what animals used by a research 
facility must be reported on its annual 
report. This proposal is intended to 
clarify the ambiguity created by using 
only the terms "research" and "experi- 
mentation " in present { 2.28 of the regu¬ 
lations <9 CFR 2.28) and the terms "re¬ 
search", "testing", and "experimenta¬ 
tion" In other sections of the regulations. 
The addition of the term "testing" in 
proposed I 2.28 of the regulations would 
not change the meaning of that regula¬ 
tion since an "experiment" includes a 
"test". 

Since many registered research facil¬ 
ities are. in fact, either University sys¬ 
tems composed of several colleges located 
throughout a State or commercial com¬ 
panies with many research sites often lo¬ 
cated in several States, os are many de¬ 
partments, agencies, or instrumentalities 
of the United Stntcs. designation of the 
facility required to submit an annual re¬ 
port is changed in the proposed regula- 
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lion. It is proposed that each segment 
of a research facility or department, 
agency, or instrumentality of the United 
States using or intending to use live ani¬ 
mate In research, testing, or experi¬ 
mentation under the control of an at¬ 
tending veterinarian or institutional 
committee be required to submit an an¬ 
nual report. The proposed required cer¬ 
tification of the annual report by such 
attending veterinarian or institutional 
committee for the reporting facility, 
would thus be based on personal knowl¬ 
edge of the research, testing, or experi¬ 
mentation performed at the individual 
facility. This would appear to be an im¬ 
provement over the present regulations 
which provide for certification by an at¬ 
tending veterinarian or institutional 
committee representing many facilities 
about which there may be neither per¬ 
sonal knowledge nor personal attend¬ 
ance by such committee or veterinarian. 

Present 5 2.28 of the regulations »9 
CFR 2.28) requires a research facility 
to state on its annual report the name 
and approximate numbers of animate 
used in research and the number of ex¬ 
periments conducted Involving necessary 
pain or distress to the subject animals 
without the use of pain-relieving drugs. 
It has been the practice of research fa¬ 
cilities In their annual reports to list the 
number of animals used in experiments 
without pain or distress, the number of 
animals used In experiments Involving 
pain or distress for w'hlch pain-relieving 
drugs were used and the number of ani¬ 
mals used In experiments involving pain 
or distress for which pain-relieving drugs 
were not used. Proposed 5 2.28 of the 
regulations would reflect this practice, 
in accordance with the form used for 
such annual reports. Such information 
as required by proposed § 2.28 would also 
provide meaningful information con¬ 
cerning research involving animate to 
be included in the Annual Report to 
Congress required under the Act. 

The Department proposes to change 
the time period covered by the annual 
report of research facilities to that of 
the Federal fiscal year of October 1. 
through the following September 30. 
This change would accommodate the 
Federal Departments, agencies, and in¬ 
strumentalities whose financial and 
operational records are aligned with this 
particular 12 month period. Since the 
annual report is an Indication of the 
kind and number of animate used and 
the type of research occurring in a 12 
month period, changing the reporting 
period for the present registered research 
facilities would not create undue hard¬ 
ship in reporting. 

In response to complaints of insuffi¬ 
cient time to collect data, prepare the 
annual report, and obtain appropriate 
signatures by research facilities, the De¬ 
partment proposes a new submission 
date for annual reports of December 1. 
which would allow research facilities and 
Federal Departments, agencies, and In¬ 
strumentalities two months to prepare 
and submit the annual report of research 
facilities for the previous Federal fiscal 
year. This proposal extends the period 


for preparation and submission of the 
annual report by 30 days. The proposed 
submission date of December 1. will also 
allow this Department sufficient time for 
compilation of data, preparation, admin¬ 
istrative clearance, printing, and sub¬ 
mission of its annual report to Congress 
during March of each year, as required 
by law. 

Economic Impact Summary Statement 

1. Proposed action: Proposed rulemak¬ 
ing to amend the Animal Welfare reg¬ 
ulations relative to a health certificate, 
minimum age requirements, and C.O.D. 
requirements for certain warmblooded 
animals transported in commerce; the 
annual reporting of research by regis¬ 
tered research facilities and government 
agencies. 

2. Duration: This te a Notice of Pro¬ 
posed Rulemaking with not less than a 
30-day public comment period. The final 
rulemaking will not become effective un¬ 
til actual publication in the Federal 
Register. 

3. Authority: The Animal Welfare Act 
(7 U.S.C. 2131 et seq.>. 

4. Agency: Animal and Plant Health 
Inspection Service. Veterinary Service. 
USDA. 

5. Contact: Dr. D. F. Schwindaman. 

1301) 436-8271. 

6. Date: February 11.1977. 

7. Impact Analysis Summary: 

a. Cost impact effects: This proposed 
rulemaking te not considered to be Infla¬ 
tionary according to the criteria estab¬ 
lished by the Department relative to the 
preparation of an Economic Impact 
Statement under Executive Order 11821 
and OMB Circular A-107. The proposed 
amendments to the Animal Welfare reg¬ 
ulations deal with four areas as discussed 
in detail in Attachment A. Price-quan¬ 
tity effects arc summarised from each 
appropriate attachment as follows: 

<1> Veterinary health certification 
<Attachment B)—The cost Impact on 
USDA licensees and registrants, govern¬ 
mental agencies, and carriers and inter¬ 
mediate handlers is estimated to total 
$3,135,000. 

(2) Minimum age requirements (At¬ 
tachment C)—Since major producers of 
dogs and cats have already established 
the 8 week minimum age within their 
industry, the cost impact of the proposal 
te believed negligible. 

(3) C.OD. requirements « Attachment 
D)—It is estimated that there will be no 
additional costs created by the guaran¬ 
teed C.OD. arrangement for animate 
shipped in commerce. The guaranteed 
C.O.D. arrangement will affect the con¬ 
signor of animate only In cases where 
shipment is not accepted by the con¬ 
signee. 

(4) Submission of an Annual Report 
for certain animals used in research (At¬ 
tachment E)—Cost Impact Is directed to 
Federal agencies which are required by 
law to submit an annual report show¬ 
ing compliance with acceptable standards 
for care, treatment, and use of animate. 
Estimated additional manpower (5,000 
man-hours or 2.4 man-years) and monies 
($20,000), annually, will be required of 
Federal agencies. 


Projected costs and manpower needs 
required by Veterinary Services to im¬ 
plement the veterinary health certifica¬ 
tion. minimum age requirements. C.O D 
requirements and annual reporting of 
Federal agencies for KY 1977 would total 
$520,000 and 18.6 man-years. 

b. Effect on productivity: No known 
effect on the productivity of wage-earn¬ 
ers. buslnesses, or government 

c- Effect on competition: Veterinary 
health certification. COD., and mini¬ 
mum age requirements are applicable 
only to transportation in commerce by 
carriers and intermediate handlers. Since 
the proposals affect all carriers and In¬ 
termediate handlers, there is no limita¬ 
tion, concentration, or other unfair re¬ 
striction placed on competition. Those 
individuate transporting warmblooded 
animate covered by the Act In personally 
owned vehicles arc not subject to these 
requirements. 

d. Supply of important materials No 
known effect on materials or products. 
Services performed by carriers or inter¬ 
mediate handlers should not be affected 
by the proposed rulemaking. 

e. Effect on employment: Certain re¬ 
quirements of the proposed rulemaking 
will require the employment of addi¬ 
tional personnel by the carriers and in¬ 
termediate handlers. Additional employ¬ 
ees may be needed by some Federal 
agencies to meet the requirement of the 
annual report of research. None of the 
proposals will be cause for significant 
changes in employment. 

f. Effect on energy supply—demand 
No known significant requirements for 
energy to meet the proposed regulation: 

g. Benefits: The estimated total addi¬ 
tional costs of $3,675,000 for this pro¬ 
posed rulemaking is offset by expected 
measurable benefits and intangible 
benefits. 

The proposed requirement, for veteri¬ 
nary health certification will result, in 
lowered morbidity and mortality rate** 
among puppies and kltteas shipped in 
commerce. Many Instances have been re¬ 
ported by humane organization person¬ 
nel at airports whereby puppies and kit¬ 
tens were in poor general health and 
often sick when offered for transporta¬ 
tion. A reduction In Infectious disease* 
spread from animal to animal and from 
animal to man should result when ani¬ 
mals Infected with infectious diseases 
are not shipped with other healthy ani¬ 
mals 

The guaranteed C.OD. arrangement 
should effectively end the situation in 
which an animal is not accepted by 
the consignee and te left on a terminal 
dock without care or destination. 

A required minimum age for puppie* 
and kittens offered for transportation 
in commerce will prevent the very young 
and often unweaned animal from beuic 
subjected to the stress and physical 
trauma of such long trips. 

These proposals are only a part of the 
1976 Amendments to the Animal Wel¬ 
fare Act which will establish standards 
designed to assure the safe transporta¬ 
tion and humane treatment of animate 
shipped in commerce. The effect will t' 
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an increased support for humane care 
of animals and a substantial monetary 
saving to American consumer through 
reduced cost for pet replacement. 
am an At. tits or Tin economic impact or 

AMENDMENTS TO ANIMAL WELFARE REGU1-A- 

noxfc 

This statement 1 a an examination of the 
economic Impact of a proposed rulemaking 
amending the Animal Wei Tare regulation* an 
mandated by certain provision* of the Ani¬ 
mal Welfare Act Amendments of 1976 (Pub¬ 
lic I .aw 94 279). 

With the passage of the Laboratory Ani¬ 
mal Welfare Act of 1966 (Public Law 80-644). 
ah amended by the Animal Welfare Act of 
1970 (Public Law 91-679). Congress provided 
Federal statutory authority to ensure the 
humane treatment of animals. However. Die 
1966 Act and the 1970 amendments did not 
Rite the Secretary of Agriculture similar au¬ 
thority to regulate the treatment of animals 
shipped In commerce by commercial carriers 
and intermediate handler*. In recent year*, 
as the number of animal* shipped ha* In¬ 
creased. the number of death* and Injuries 
to such animals ha* Increased as well. In 
response to this situation. Congress Initiated 
legislation which resulted In the enactment 
of the Animal Welfare Act Amendment* of 
1976 (Public Law 94-2791 on April 22. 1976. 

The 1976 amendments bring carriers and 
Intermediate handlers within the riant of 
persons regulated under the statute and re¬ 
quire them to adhere to humane standards 
promulgated by the Secretary with respect 
to the transportation affecting commerce of 
all animals protected by the Act. Provision* 
of the amendments prohibit delivery to an 
intermediate handler or carrier for trans¬ 
portation In commerce of any dog. cat or 
other animal designated by the Secretary 
without a licensed veterinarian's certificate. 
C O D. shipment of animals is prohibited un¬ 
less the consignor guarantees the payment 
of round-trip transportation charges and 
expenses Incurred In their care. Acceptance 
of any dog. cat. or animal designated by the 
Secretary at an age less than that prescribed 
by the Secretary for transportation In com¬ 
merce by an Intermediate handler or carrier 
1* prohibited. Also included was a provision 
rrqutrlng that Federal agencies report at 
leant annually to the Secretary that profes¬ 
sionally acceptable standards governing the 
core, treatment, and use of animals are being 
followed. 

For easier presentation, the health cer¬ 
tificate, minimum age requirement, C.O-D. 
requirement, and change* In the annual 
reporting of research by registered research 
facilities and government agencies are dis¬ 
cussed separately (Attachment* B. C, D. 
and E, respectively). 

Attachment ZS 

VETERINARY HEALTH CERTIFICATION 

The 1976 Amendments direct the Secretary 
of Agriculture to require that prior to ship¬ 
ment in comerce. dogs. cals, and any other 
designated animals be examined by a licensed 
veterinarian to ensure that they are free or 
Infectious disease or physical ah norma title* 
rbe nnimal Is then to be accompanied by a 
certificate Issued by the examining veteri¬ 
narian who certifies that he Inspected the 
animal on a specified date which shall not be 
more than ten days before delivery to a carrier 
or intermediate handler. A form ts proposed 
^ntch may be used for such health certifica¬ 
tion, as well as for Identification of antmals 
and rocord keeping by persons subject to the 

COMPLIANCE COSTS 

ProfKjMd amendment* to P*ru 1 and 2 of 
TUle 9. CFR. would require OSDA licensee. 


and registrant* (dealers, research facilities, 
exhibitors, and operators of an auction sale), 
and any department, agency, or Instrumen¬ 
tality of the United States or any State err 
local governments to provide a health cer¬ 
tificate for live dogs, cats and nonhuman 
primates presented to a carrier or an inter¬ 
mediate handler far transportation In com¬ 
merce. Other person* are not required by law 
to obtain a health certificate for privately 
owned dogs, cats or nouhomnn primates 
transported in commerce by carriers or Inter¬ 
mediate handlers. 

Information obtained from Veterinary 
Services' computerised central records which 
are based on a required annual report sub¬ 
mitted by USOA licensees would appear to be 
a reliable indication of animals transported 
In commerce. All UBDA licensee* must report 
the kind and number of animals handled 
in n twelve month pertod a* a requirement 
of the Act and regulations (9 CFR. Part 2) 
for renewal of their license A total of 299.176 
dogs, 92,473 cats, and 17.151 nonhuman pri¬ 
mate* were shipped commercially In calendar 
year 1970; therfore. Indicating a grand total 
of almost 409,000 of these particular animals 
transported by carriers and Intermediate 
handler*. 

A aurvey which included USD A. Extension 
Service veterinarians. State regulatory vet¬ 
erinarians, veterinary science professors, and 
veterinary association president* was used to 
determine the average cost of veterinary 
health certification. Veterinary health certi¬ 
fication includes examination of an animal 
and completion of a health certificate by a 
licensed veterinarian. Average cost of an 
Individual veterinary health certificate was 
determined to be 68.00 ,<»6,00 minimum to a 
611,00 maximum) In Eastern USA and 65.00 
1 63.00 mlnlumum to an 68 00 maximum) In 
the "Midwaft" of this country. The survey 
indicated that some veterinarian* located 
In Kansas charged as little as fl.25 per dog 
and cat when at least 80 such animals were 
examined and certification completed during 
one office or field call It should be noted 
that the midwestern region 1* the largest 
supplier oT puppies and kittens for retail 
sales. 

Cost of veterinary health certification to 
USDA licensees and registrant* I* calculated 
to be 62.660.000 (66.60 average coat of health 
certification X 409.000 dogs. cats, and non¬ 
human primates transported In commerce), 
annually. It Is protected that this expense will 
he passed along to the oonsumer In the form 
of a commensurate price Increase for dogs, 
cats, and nonhuman primates supplied to 
retailers of pet animats. 

Costs to the carriers and Intermediate han¬ 
dlers foe the veterinary health certification 
requirements Is projected In the additional 
expense of employee time required to answer 
Inquiries and process the accepted delivery 
of dogs, cata, and nonhuman primates from 
USDA licensees and registrant* for transpor¬ 
tation In commerce Based on Department 
records for 1076. there Is an estimated 409 000 
shipments, annually, of dogs, cat* and non¬ 
human primate* In commerce Processing an 
individual animal shipment requires a max¬ 
imum of five minute* (labor costs 613 95 per 
hour average hourly wage rate—air carriers) 
creates a projected annua] cost of approxi¬ 
mately $476,000 to the carrier* and Inter¬ 
mediate handlers. Information regarding the 
"average hourly wage rate, all Inclusive USA” 
for carriers was provided by tho Air Transpor¬ 
tation of America. 

Additional cost* to the carriers and in¬ 
termediate handlers created by the required 
storage of the records. 1 e.. health certificate 
filed with transportation way bill* I* expected 
to be negligible. 

Calculation of the coat lmpcat of the pro¬ 
posed rulemaking relating to veterinary 
health certification I* based on those esti¬ 


mated costa which will be over and above 
the normal operating coat* now being In¬ 
curred by the affected Industrie*. The coat 
Impact of veterinary health certification I* 
estimated to total 63.136.000. 

Attachment C 

MINIMUM ACE REQUIREMENTS 

Proposed changes to Part* 1 and 2 (9 CFR) 
would require that a minimum age of 8 week* 
be established for dogs and oat* presented 
by any person (including private owners) 
to a carrier or Intermediate handler. The De¬ 
partment also proposes that such dogs and 
cate be weaned for a period of at least five 
days. Certain exceptions are proposed for 
specified animal* which are shipped to re¬ 
search facilities and are less than 8 weeks 
of age. The exception 1* provided for In the 
Act, a* amended. 

COMPLIANCE COOTS 

Scientific information indicates that the 8 
week old puppy or kitten which ts weaned 
1* able to tolerate the rigor of commercial 
transportation. Information obtained from 
producer* of pupplc* and kitten* Indicates 
that the 8 week old puppy or kitten can be 
and Is presently being produced at a reason¬ 
able cost to the consumer. It Is therefore 
projected that the proposed requirement of 
an 8 week minimum age for dogs and cat* 
will not create additional cost* to the pro¬ 
ducer. 

Alternative* considered for a minimum 
age limit on shtpping dog* and cat* in com¬ 
merce Included setting the minimum age 
limit at 6 weeks. The lower minimum age 
offer* the producer the opportunity to ship 
younger animal* at lower production oorts 
Information from producers indicate* that 
production cost* for puppies and kitten* is 
6.80 per day for each animal However. !»- 
creased morbidity and mortality occur* when 
•urh puppies and kitten* (approximately 
390.000 puppies and kitten* shipped In 
commerce In 1976 according to USDA Animal 
Care computer Iced records) are shipped in 
commerce Those loose* would offset a sub¬ 
stantial portion of the reduction in produc¬ 
tion costa 

An additional alternative considered 
setting the minimum sge at 10 weeks for 
shipping doga and cats. The American Dog 
Owner* Association amt several humane 
organ trmtlona have provided information 
which shows that, minimum mortality and 
morbidity occurs when older puppies and 
kittens are shipped in commerce. However, 
puppies and kittens which are 10 weeks old 
or older have lost their consumer appeal re¬ 
sulting In reduced sales, and Increased 
production costs to the producer. An added 
production coat of $7.00 per puppy and kitten 
Is estimated A total Increased cost of 63.730.- 
000 ( 67.00X890,000) annually would bo 

created and passed along to the purchaser of 
puppies and kittens. 

The coat Impact of the proposed 8 week 
minimum age requirement* for whipping 
puppies and kittens Is believed negligible. 
Major producers of such animals have al¬ 
ready established the 8 week minimum age 
within their industry. 

Attachment D 
cos. requirements 

As required by the Act. as amended, the 
Department proposes that no C.OJ2. type 
arrangement will be used In the transporta¬ 
tion of animal* by Intermediate handlers or 
carriers in commerce unless the consignor 
guarantees (n writing the payment of ail 
transportation costa, Including any return 
transportation, and any other incidental or 
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out-of-pocket expense* involved for.the care, 
feeding, and storage or housing of the animal 
if the consignee fails to aocept delivery of 
the shipment within 48 hours of notification. 

COMPLIANCE COSTS 

There will be no additional costa to the 
present established C.O.D. arrangement un¬ 
less the consignee fails to claim the anlmAl 
at destination However, there is no way to 
estimate the cost of return transportation 
and other incidental expense* to the Individ¬ 
ual consignor should the animal shipment 
not be claimed. Such additional costs will 
be dependent upon the distance to be trans¬ 
ported and number of animals Involved in 
the return trip. 

It is estimated that there will be no Ad¬ 
ditional costa to the carrier and Intermediate 
handlers to process the "guaranteed C.O.D." 
arrangement since the guarantee statement 
signed by the consignor will be incorporated 
In the way bill or transportation document. 

The cost impact of the mandated guaran¬ 
teed C.O.D. arrangement for animals shipped 
in commeroe is believed to be negligible tn 
that it affects the consignor of animals only 
in cases where shipment is not accepted by 
consignee. 

Attachment E 

SUBMISSION OF AN ANNUAL REPORT FOR CERTAIN 
ANIMALS USED IN SXSXAltCil 

Prior to the recent amendments, the Act 
required any department, agency, or Instru¬ 
mentality of the United States having lab¬ 
oratory animal facilities, to comply with the 
standard* promulgated by the Secretary for 
research facilities, but did not require such 
department, agency, or instrumentality of 
the United States to submit an annual re¬ 
port showing It follows professionally accept¬ 
able standards governing care, treatment, 
and use of animals. The recent amendments 
to the Act require the submission of an 
annual report by Federal agencies and the 
regulations would be amended to require 
such reports, 

The Department proposes to change the 
time period covered by the annual report of 
research facilities to that of the Federal fiscal 
year of October 1, through the following 
September 80. This change accommodates 
the Federal agencies; allow* the present reg¬ 
istered research facilities additional time to 
prepare and submit the annual report; and 
allows the Department sufficient time for 
compilation of data, preparation, administra¬ 
tive clearance, printing, and submission of 
Its annual report to Congress during March 
of each year. 

COMPLIANCE COATS 

There is no additional costa to the present 
registered research facilities associated with 
the proposed change in the reporting period 
and date that the report is due. 

It Is estimated that additional personnel 
time will be required by Federal agencies to 
compile data, prepare and submit the report 
mandated by the Iaw. Preliminary Informa¬ 
tion indicates that approximately 12ft Fed¬ 
eral faculties will each require an estimated 
40 hours annually to gather information and 
complete the annual report. A total annual 
coat of $20,000 (12ft fadllUeaxiO hours 

x $4 00 per hour (OS-4) -$ 20 , 000 ) and ft.000 
man-hours (2 4 man-years) is estimated for 
Federal agencies to comply with the law. 

Accordingly. Parte 1 and 2 of Title 9, 
CFTt. would be amended In the following 
respects: 

1. Section 1,1 would be revised to read 
as follows: 


§1.1 Definition*. 

For the purpose of this subchapter, the 
following terms shall bo construed, re¬ 
spectively. to mean: 

<a) “Act” means the Act of August 24, 
1966 (Pub. L. 89-544>. commonly known 
as the Laboratory Animal Welfare Act. 
as amended by the Act of December 
24, 1970 (Pub. L. 91-579), the Animal 
Welfare Act of 1970, and the Act of April 
22. 1976 (Pub. L. 94-279), The Animal 
Welfare Act Amendments of 1976. 

(b) •'Department” means the U.8. De¬ 
partment of Agriculture. 

<c> “Secretary” means the Secretary 
of Agriculture of the United States or his 
representative who shall be an employee 
of the Department. 

<d) “Administrator” means Adminis¬ 
trator of the Animal and Plant Health 
Inspection Service, U.8. Department of 
Agriculture, or any other official of the 
Animal and Plant Health Inspection 
Service to whom authority has hereto¬ 
fore been delegated or to whom authority 
may hereafter be delegated, to act In 
his stead. 

<e) “Veterinary Services” means the 
office of the Animal and Plant Health 
Inspection Service to which is assigned 
responsibility for performance of luna¬ 
tions under the Act. 

it) “Deputy Administrator” means the 
Deputy Administrator for Veterinary 
Services or any other official of Veteri¬ 
nary Services to whom authority has 
heretofore been delegated or to whom 
authority may hereafter be delegated, to 
act in his stead. 

<g) “Veterinarian In Charge** means 
a veterinarian of Veterinary Services 
who to assigned by the Deputy Adminis¬ 
trator to supervise and perform the offi¬ 
cial work of Veterinary Services in a 
given State or States. As used In Part 2 
of this subchapter, the Veterinarian in 
Charge shall be deemed to be the one in 
charge of the official work of Veterinary 
Services in the 8tatc in which the dealer, 
exhibitor, research facility, intermediate 
handler, carrier, or operator of an auc¬ 
tion sale has his principal place of 
business.* 

<h> “Veterinary Services representa¬ 
tive” means any inspector or other per¬ 
son employed full time by the Depart¬ 
ment who is responsible for the perform¬ 
ance of the function Involved. 

(i) “Licensed veterinarian'* means a 
doctor of veterinary medicine who has a 
valid license to practice veterinary med¬ 
icine in any State. 

(j) “State” means a 8tate of the 
United States, the District of Columbia, 
Commonwealth of Puerto Rico, the Vir¬ 
gin Islands. Ouam. American Somoa, or 
any other territory or possession of the 
United States. 

(k) “Person” means any individual, 
partnership. Arm. Joint stock company, 
corporation, association, trust, estate, or 
other legal entity. 

(l) “Dog” means any live or dead dog 
<Cani* familiaris). 

(ro) “Cat” means any live or dead cat 
(Felte catuM). 


<n) “Animal” means any live or dead 
dog, cat. monkey (nonhuman primau 
mammal), guinea pig. hamster, rabbit, 
or any other warmblooded animal, which 
is domesticated or raised in captivity or 
which normally can be found in the wild 
state, and is being used, or is intended 
for use. for research, testing, experi¬ 
mentation. or exhibition purposes or as 
a pet. 8uch term excludes birds, aquatic 
animals, rate and mice, and horses and 
other farm animate, such as. but not lim¬ 
ited to. livestock or poultry, used or in¬ 
tended for use as food or fiber, or live¬ 
stock or poultry used or Intended for use 
for improving animal nutrition, breed¬ 
ing, management of production effi¬ 
ciency, or for improving the quality of 
food or fiber. With respect to a dog. the 
term means all dogs, including those 
used for hunting, security, or breeding 
purposes. 

(o) “Farm animal” means any warm¬ 
blooded animal (other than a dog, cat, 
monkey (nonhuman primate mamma! >. 
guinea pig. hamster, or robbit) normally 
raised on farms in the United States and 
used or intended for use as food or fiber. 

(p) “Wild state*' means living in its 
original, natural condition; not dom* 1 > 
ticated. 

<q) “Nonhuman primate” means any 
nonhuman member of the highest order 
of mammals, including prosimlans, mon¬ 
keys. and apes. 

(r) '‘Commerce** means trade, traffic, 
transportation, or other commerce— < i ) 
between a place in a State and any place 
outside of such State, or between points 
within the same State but through any 
place outside thereof, or within any ter¬ 
ritory. possession, or the District of Co¬ 
lumbia; or (2> which affects trade, traf¬ 
fic, transportation or other commerce 
described in paragraph <r)(l) of this 
section. 

<8) “Research Facility” means any 
school (except an elementary or sec¬ 
ondary school), institution, organization, 
or person that uses or intends to use live 
animals in research, teste, or experi¬ 
ments. and that (1) purchases or trans¬ 
ports live animate in commerce, or <2) 
receives funds under a grant, award, 
loan, or contract from a department, 
agency, or instrumentality of the United 
States for the purpose of carrying out 
research, tests, or experiments: Provided, 
however. That a “research facility” shall 
not include any such school, institution, 
organization, or person that does not use 
or Intend to use live dogs or cate and 
which is exempted by the Administrator, 
upon application to him In specific cases 
and upon his determination that such 
exemption does not vitiate the purpose 
of the Act, except that the Administrator 
will not exempt any school, institution, 
organization, or person that uses sub¬ 
stantial numbers of live animate—the 
principal function of which school, insti¬ 
tution. organization, or person is bio¬ 
medical research or testing.* 

(t) “Dealer” means any person who. 
in commerce, for compensation or profit, 
delivers for transportation, or transport. 
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except as a carrier, buys, or sells, or ne¬ 
gotiates the purchase or sale of, (1) any 
do* * or other animal whether alive or 
dead for research, teaching, exhibition, 
or use as a pet, or (2) any dog for hunt¬ 
ing. security, or breeding purposes, ex¬ 
cept that this term does not include— 

U) A retail pet store except such store 
which sells any animals to a research 
facility, an exhibitor, or a dealer; or 
<ll> Any person who docs not sell or 
negotiate the purchase or sale of any 
wild animal, dog. or cat, and who derives 
no more than $500 gross income from the 
sale of other animals during any calen¬ 
dar year. 

<u> “Retail pet store" means any re¬ 
tail outlet where animals are sold only 
as pets at retail. Those species from the 
wild state <e.g. primates, anteaters. and 
ocelots) and which as adults in captivity 
require special conditions to provide 
safety in handling to either humans or 
the subject animals shall not be con¬ 
sidered as pet animals. 

(v) “Operator of on auction sale" 
means any person who is engaged in 
operating an auction at which animals 
are purchased or sold, in commerce. 

<w) “Exhibitor" means any person 
< public or private) exhibiting any ani¬ 
mals, which were purchased in com¬ 
merce or the intended distribution of 
which affects commerce, or will affect 
commerce, to the public for compensa¬ 
tion, as determined by the Secretary in 
specific instances, and such term in¬ 
cludes carnivals, circuses, animal acts, 
and zoos exhibiting such animals 
whether operated for profit or not; but 
such term excludes retail pet stores, or¬ 
ganizations sponsoring and all persons 
participating In State and county fairs, 
livestock shows, rodeos, purebred dog and 
cat shows, and any other fairs or exhi¬ 
bitions intended to advance agricultural 
arts and sciences, as may be determined 
by the Secretary in specific instances. 

<x) "Licensee" means any person li¬ 
censed pursuant to the provisions of the 
Act and the regulations in Part 2 of this 
subchapter. 

<y> "Class 'A* dealer" means a dealer 
whose business involving animals In¬ 
cludes only those animals that he breeds 
and raises as a closed or stable colony 
and those animals that he acquires for 
the sole purpose of maintaining or en¬ 
hancing his breeding colony 
fa) "Class *B* dealer" means any 
dealer who does not meet the definition 
of a Class “A" dealer. 

caa> "Class *C* licensee" means any 
exhibitor subject to the licensing require¬ 
ments. 

<bb> "Intermediate handler" means 
any person including a department, 
agency, or instrumentality of the United 
States or of any State or local govem- 
than a dealer, research 
facility, exhibitor, or any person ex¬ 
cluded from the definition of a dealer, 
research facility, exhibitor, an operator 
or an auction sale, or a carrier) who is 
engaged in any business in which he re- 
?Z**"*«* °* anhnals in connection 
Mth their transportation in commerce. 


fee) “Carrier" means the operator of 
any airline, railroad, motor carrier, 
shipping line, or other enterprise which 
is engaged in the business of transport¬ 
ing any animals for hire. 

<dd> “Registrant" means any research 
facility, carrier, intermediate handler, 
or exhibitor registered pursuant to the 
provisions of the Act and the regulations 
in Port 2 of this subchapter. 

<ee> "Attending veterinarian" means 
a person who has graduated from a 
veterinary school accredited by the 
American Veterinary Medical Associa¬ 
tion's Council on Education or has a 
certificate issued by the American Vet¬ 
erinary Medical Association's Education 
Commission for Foreign Veterinary 
Graduates and who is responsible for 
evaluating the type and amount of 
anesthetic, analgesics and tranquilizing 
drugs used on animals during actual re¬ 
search, testing, or experimentation 
where appropriate to relieve all unneces¬ 
sary pain and distress in the subject 
animals. 

iff) "Standards" means the require¬ 
ments with respect to the humane han¬ 
dling. care, treatment, and transporta¬ 
tion of animals by dealers, exhibitors, 
research facilities, carriers, intermediate 
handlers, and operators of auction sales 
as set forth In Part 3 of this subchapter. 

(gg) “Primary enclosure" means any 
structure used to immediately restrict an 
animal or animals to a limited amount 
of space, such as a room, pen. run, cage, 
compartment, or hutch. 

(hh) “Housing facility" means any 
room, building, or area used to contain 
a primary enclosure or enclosures. 

(11) "Sanitize" means to make physi¬ 
cally clean and to remove and destroy, 
to the maximum degree that is practi¬ 
cal. agent*? injurious to health. 

(Jj) “Ambient temperature" means 
the temperature surrounding the animal. 

(kk) “Euthanasia" means the humane 
destruction of an animal accomplished 
by a method which produces instan¬ 
taneous unconsciousness and immediate 
death without visible evidence of pain or 
distress, or a method that utilizes anes¬ 
thesia produced by an agent which causes 
painless loss of consciousness, and death 
following such loss of consciousness. 

(11) "Nonconditloned animals" means 
animals which have not been subjected 
to special care and treatment for suffi¬ 
cient time to stabilize and. where neces¬ 
sary. to improve their health to make 
them more suitable for research pur¬ 
poses. 

(mm) “Weaned" means that an ani¬ 
mal has become accustomed to take solid 


»The iume and address of the Veterinarian 
in Charge In the State concerned can be 
obtained by WTltlng to the Deputy Adminis¬ 
trator. Veterinary Services. Animal and 
Plant Health Inspection Service. UB. De¬ 
partment of Agriculture. Federal Building. 
Hyattsvilte. Md. 20782. 

• A list of such exempted school*, institu¬ 

tions. organizations, or persons shall be pub¬ 
lished periodically by Veterinary Services in 
the Pidmal Register Such list* may also be 
obtained upon request from the Veterinarian 
In Charge. 


food, and has so done, without nursing, 
for a period of at least five (5) days. 

(nn) “Dwarf hamster" means any 
species of hamster, such as the Chinese 
and Armenian species, whose adult body 
size is substantially less than that at¬ 
tained by the Syrian or Golden species of 
hamsters. 

(oo) “Handling" means petting, feed¬ 
ing. manipulation, crating, shifting, 
transferring, immobilizing, restraining, 
treating, training, working or perform¬ 
ing any similar activity with respect to 
any animal. 

(pp) “Business year" means a 12- 
month period during which business in 
conducted, either on a calendar or fiscal 
year basis. 

2. The Table of Contents cited in Part 
2—Regulations would be revised as 
follows; 

PART 2—REGULATIONS LICENSING 

Sec. 

2.1 Application. 

2.2 Acknowledgment of standards. 

2 3 Demonstration of compliance with 
standards. 

2 4 Issuance of licensee. 

2.5 Duration of license. 

2 6 Annual fees; and termination of 

licensee. 

2.7 Annual report by licensees. 

2 8 Notification of change or name, ad¬ 
dress. control, or ownership of 

business. 

2.9 Officers, agents, and employees of li¬ 
censees. whose licenses have been 
suspended or revoked. 

2 10 Licensees whose licensee have been 
suspended or revoked. 

2.11 Denial ofl I cense. 

Registration 

225 Requirements and procedures. 

2.26 Acknowledgement of standards. 

2-27 NotlAcatlon of change of operation. 
2.28 Annual report of research facilities. 

Identification or Animals 

2 50 Time and method of Identlflcatlon. 

2 51 Form of official tag. 

2.52 How to obtain tags. 

2 53 Use of tags. 

2 54 Lost tags. 

2 55 Removal of tag. 

Records 

2.75 Records, dealers (except operators of 
auction sales) and exhibitors. 

2 78 Records, research facilities. 

2 77 Records, operators of auction sales. 

2 78 Records, carriers and Intermediate 
handlers. 

279 Health certification and Identification. 
2 80 C OB shipments. 

2.81 Records, disposition. 

Compliance With Standards and Holdxno 
Period 

2.100 Compliance with standards. 

2.101 Holding period. 

Miscellaneous 

2 125 Information as to business: Furnish¬ 
ing or by dealer^ exhibitors, opera¬ 
tors of auction sales, and research 
facilities. 

2.126 Access and Inspection of records and 
property. 

2127 Publication of names of persons 
subject to the provisions of this 
part. 
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ocv, 

2 123 Inspection for mtwine animals. 

2.120 Confiscation and destruction of ani¬ 
mals. 

2.130 Minimum age requirement*. 

Authority : The provisions of thU Part 2 
Issued under secs 3, 5. 6. 10. 11. 12. 13. 14. 16. 
17. 21: 80 Stat. 351. 352, 353. 84 Stat. 1561. 
1562. 1563. 1564. 00 Stat 418. 410. 420. 423: 

7 U.8.C. 2133. 2135. 2136. 2140. 2141. 2142. 
2143. 2144. 2146. 2147. 2161; 37 FU 28464. 
28477. 36 FU 19141. 

3. Throughout Part 2 of the regulations 
<9 CFR. Part 2) wherever the term 
•'affecting commerce** appears, the term 
M ln commerce** would be substituted in 
lieu thereof. 

4. Section 2.25 (9 CFR 2.25) would be 
revised to read as follows: 

§ 2.2.7 Requirements and procedure*. 

Each research facility, carrier, and 
intermediate handler and each exhibitor, 
not required to be licensed under section 

3 of the Act and the regulations of this 
subchapter, shall register with the 
Secretary by completing and filing a 
properly executed form which will be 
furnished, upon request, by the Veteri¬ 
narian in Charge. Such registration 
form shall be filed with the Veterinarian 
In Charge for the State in which the 
registrant has his principal place of 
business. Where a school or department 
of a university or college uses or intends 
to use animals for research, tests, or 
experiments, the university or college 
rather than the school or department 
will generally be considered the research 
facility and be required to register with 
the Secretary. In any situation in which 
a school or department of a university 
or college is a separate legal entity and 
Its operations and administration are 
independent of those of the university 
or college, upon a proper showing there¬ 
of to the Secretary, the school or depart¬ 
ment will be registered rather than the 
university or college. A subsidiary of a 
business corporation, rather than a 
parent corporation, will be registered as 
a research facility or exhibitor unless the 
subsidiary is under such direct control 
of the parent corporation that to effec¬ 
tuate the purposes of the Act the Secre¬ 
tary* determines that It la necessary that 
the parent corporation be registered. 

5. Section 2 28 <9 CFR 2 28) would be 
revised to read as follows: 

§ 2.28 Annual report of research farili- 
ties. 

fa) The reporting facility shall be that 
segment of the research facility, or that 
department, agency, or Instrumentality 
of the United States, that uses or intends 
to use live animals in research, tests, or 
experiments and for which an attend¬ 
ing veterinarian has responsibility. Each 
reporting facility shall submit on or be¬ 
fore December 1 of each calendar year to 
the Veterinarian in Charge for the State 
where the reporting facility is located, 
an nnnual report signed by a legally re¬ 
sponsible official covering the previous 
Federal fiscal year of October 1 through 
September 30. Such report shall show 
that professionally acceptable standards 
governing the care, treatment, and use 


of animals, including appropriate use of 
anesthetic, analygeslc. and tranquilizing 
drugs, during actual research, testing, or 
experimentation, were followed by the 
research facility, department, agency, or 
instrumentality of the United States. 
Such report shall include: 

(1) The location of the facility or fa¬ 
cilities where animals were used in actual 
research, testing, or experimentation; 

(2) The common names and approx¬ 
imate numbers of animals upon which 
research experiments or tests were con¬ 
ducted involving no pain, distress, or use 
of pain relieving drugs: Provided . how- 
ever . That routine procedures (eg. in¬ 
jections. tattooing, and blood sampling) 
do not need to be reported; 

<3> The common names and approx¬ 
imate numbers of animals upon which 
experiments or tests were conducted in¬ 
volving accompanying pain or distress 
to the animals and for which appropriate 
anesthetic, analygeslc. or tfanquillzlng 
drugs were used: Provided , however, 
That routine procedures <e.g. injections, 
tattooing, and blood sampling) do not 
need to be reported: 

<4> The common names and approxi¬ 
mate numbers of animals upon which 
experiments or tests were conducted In¬ 
volving accompanying pain or distress to 
the animals and for which the use of ap¬ 
propriate anesthetic, analygeslc, or tran- 
quilizing drugs would adversely affect the 
procedures, results, or interpretation of 
the research, experiments, or tests and a 
brief statement explaining the reasons 
for the same: Provided . however , That 
routine procedures (e g Injections, tat¬ 
tooing. and blood sampling) do not need 
to be reported: and 

(5) Certification by the attending vet¬ 
erinarian of the research facility, or the 
department, agency, or instrumentality 
of the United States having laboratory 
animal facilities, or by an institutional 
committee of at least three members, one 
of whom is a Doctor of Veterinary Med¬ 
icine. established for the purpose of eval¬ 
uating the care, treatment, and use of all 
warmblooded animals held or used for 
research, testing, or experimentation, 
that the type and amount of anesthetic, 
analygeslc. and tranqulllzing drugs used 
on animals during actual research, test¬ 
ing. or experimentation was appropriate 
to relieve pain and distress for the sub¬ 
ject animals. 

§2.30 [ Amended 1 

6. In 5 2 50<f) subparagraph <3) would 
be amended by deleting the words "a 
form * ** and substituting the phrase “on 
a record, as required bv $ 2 75/’ therefor, 
and footnote * would be deleted. 

§2.52 lAmrndrd] 

7. In 5 2.52 the reference to footnote * 
and footnote* would be redesignated as 
footnote.* 

8. Section 2 75 <9 CFR 2.75) would be 
revised to read as follows; 

§ 2.75 Record*, dealer* and exhibitor*. 

(a) (1) Every dealer and exhibitor 
shall make. keep, and maintain systems 
of records or forms which fully and cor¬ 
rectly disclose the following Information 


concerning each dog or cat purchased 
or otherwise acquired, owned, held or 
otherwise in his possession or under his 
control, including any offspring bom of 
such animal while in his possession or 
under his control, transported, or sold 
or otherwise disposed of: 

(i> The name and address of the per¬ 
son. whether or not required to be 11. 
censed or registered under the Act. from 
whom such dog or cat was purchased or 
otherwise acquired, and his license num¬ 
ber. if licensed under the Act. and when 
sold or otherwise disposed of. the person 
to whom sold or otherwise disposed of, 
and his license number, if licensed under 
the Act: 

<il> The dates of acquisition or birth 
and disposition of such dog or cat: 

(Hi) The official USDA tag number 
or tattoo assigned to such dog or cat 
pursuant to I 2.50 and § 2 54: 

riv) A description of each dog or cat 
which shall include: 

(A) The species; 

<B) The sex: 

<C) The date^of birth or approximate 
age: 

(D) The color and any distinctive 
markings: and 

(E) The breed or type. 

(V) The method of transportation In¬ 
cluding the name of the commercial car¬ 
rier or intermediate handler or privately 
owned conveyance used to transport the 
dog or cat; 

<vl) The date and method of disposi¬ 
tion of such dog or eat. e g. sale, death, 
euthanasia, or donation. 

(2> Record of Dogs and Cats on Hand 
(VS Form 18-5) and Record of Dlsposl- 
tlon of Dogs and Cats (VS Form 18-6) 
are forms which mav be used bv dealers 
and exhibitors upon which to make keep, 
and maintain the information required 
bv paragraph (a)(1) of this section con¬ 
cerning dogs and cats except as provided 
in I 2 79 

(3) Part A of the USDA Individual 
Health Certificate and Identification 
Form (VS Form 18-1) Is a form which 
mav be used bv dealers and exhibitors 
upon which to make. keep, and maintain 
the Information required bv paragraph 
(a)(1) of this section except as pro¬ 
vided In I 2.79. 

(4) One copy of the record containing 
the Information required bv paragraph 
(a)(1) of this section shall accompany 
each shipment of anv dog or cat pur¬ 
chased or otherwise acquired by a dealer 
or exhibitor. One copy of the record con¬ 
taining the information required bv par¬ 
agraph (a)(1) of tills section shall ac¬ 
company each shipment of any deg or 
cat sold or otherwise disposed of bv a 
dealer or exhibitor. One copy of the rec¬ 
ord containing the Information required 
by paragraph <a) (1 > of this section shall 
be retained by the dealer or exhibitor. 

(b)(1) Every dealer and exhibitor 
shall make, keep, and maintain systems 
of records or forms which fully and cor¬ 
rectly disclose the following Information 
concerning animals other than dogs ana 
cats, purchased or otherwise acquired, 
owned, held or otherwise In his posses¬ 
sion or under his control, including any 
offspring bom of such animals while in 
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his possession or under his control, trans¬ 
ported. or sold or otherwise disposed of: 

(1) The name and address of the per¬ 
son. whether or not required to be li¬ 
censed or registered under the Act. from 
whom such animals other than dogs or 
cats, were purchased or otherwise ac¬ 
quired, and his license number, if li¬ 
censed under the Act. and when sold or 
otherwise disposed of. the person to 
whom sold or othewise disposed of. and 
his license number. If licensed under the 
Act: 

<ii> The species of such animals other 
than dogs and cats, and 

<lll> The number of such animals 
other than dogs and cats. 

<2> Record of Animals on Hand 
<Other Than Dogs and Cats) (VS Form 
18-19) and Record of Acquisition. Dis¬ 
position or Transport of Animals * Other 
Than Dogs and Cats) (VS Form 18-20) 
are forms which may be used by dealers, 
and exhibitors upon which to keep and 
maintain the information required by 
paragraph <bHl> of this Section con¬ 
cerning animals other than dogs and 
cats except as provided in $ 2.79. 

*3) One copy of the record containing 
the information required by paragraph 
<b)(l> of this section shall accompany 
each shipment of any animal other than 
a dog or cat purchased or otherwise ac¬ 
quired by a dealer or exhibitor. One copy 
of the record containing the information 
required by paragraph (b)(1) of this sec¬ 
tion shall accompany each shipment of 
any animal other than a dog or cat sold 
or otherwise disposed of by a dealer or 
exhibitor: One copy of the record con¬ 
taining the information required by 
paragraph (b>d) of this section shall 
be retained by the dealer or exhibitor. 

9. Section 2.76 <9 CFR 2.76) would be 
revised to read as follows: 

§ 2.76 Record*, rorarrlt facilities 

<a) Every research facility shall make, 
keep, and maintain systems of records 
or forms which fully and correctly dis¬ 
close the following Information concern¬ 
ing each live dog or cat purchased or 
otherwise acquired, owned, held or other¬ 
wise tn its possession or under its control, 
including any offspring born of such live 
dog or cat while in its possession or un¬ 
der its control: 

( l > The name and address of the per¬ 
son, whether or not required to be li¬ 
censed or registered under the Act. from 
whom such live dog or cat was purchased 
or otherwise acquired and his license 
number, if licensed under the Act; 

(2) The date of acquisition or birth of 
each live dog or cat; 

(3) The official USDA tag number or 
tattoo assigned to each live dog or cat 
Pursuant to 5 2.50 and $2.54; 

( 4) A description of each live dog or 
cat which shall Include: 

<i> The species: 

01 > The sex; 

<iii) Date of birth or approximate age; 

Ov) The color and any distinctive 
markings: and 

<v) The breed or type. 

Any identification number or mark 
assigned to each live dog or cat by such 
research facility. 


(b> In addition to the information re¬ 
quired to be kept and maintained bv ev¬ 
ery research facility concerning each live 
dog or cat. pursuant to paragraph (a) of 
this section, every research facility 
transporting, selling, or otherwise dispos¬ 
ing of any live dog or cat to another per¬ 
son. shall make, keep, and maintain sys¬ 
tems of records or forms which fully and 
correctly disclose the following Informa¬ 
tion: 

(1) The name and address of the re¬ 
ceiver to whom such live dog or cat is 
transported, sold or otherwise disposed 

of: 

<2> The date of such transportation, 
sale, or other disposition, and 

(3> The method of transportation in¬ 
cluding the name of the commercial car¬ 
rier or intermediate handler or privately 
owned conveyance used to transport the 
dog or cat. 

(c) Part A of the USDA Individual 
Health Certificate and Identification 
Form (VS Form 18-1) and Record of 
Dogs and Cats on Hand (VS Form 18-5) 
arc forms which may be used by research 
facilities upon which to keep and main¬ 
tain the information required by para¬ 
graph <a> of this section. Part A of the 
USDA Individual Health Certificate and 
Identification form <VS Form 18-1) and 
Record of Disposition of Dogs and Cats 
<VS Form 18-6) are forms which may be 
used by research facilities upon which to 
keep and maintain the information re¬ 
quired by paragraph <b> of this section. 

(d) One copy of the record contain¬ 
ing the Information required by para¬ 
graphs (a) and <b> of this section shall 
accompany each shipment of any live 
dog or cat sold, or otherwise disposed 
of by a research facility, and one copy of 
the record shall be retained by the 
research facility. 

10. Section 2.77 <9 CFR 2.77) would 
be revised to read as follows: 

§ 2.77 RnorJ*. operator* of auction 
Mica. 

(ft) Every operator of an auction sale 
shall make. keep, and maintain systems 
of records or forms which fully and cor¬ 
rectly disclose the following information 
concerning each animal consigned for 
auction, w hether or not a fee or commis¬ 
sion is charged: 

(1) The name and address of the per¬ 
son who owned or consigned the animal 
for sale and his USDA license number, 
if licensed under the Act; 

<2> The date of the consignment: 

<3> The official USDA tag number or 
tatoo assigned to the animal pursuant to 
$2.50 and $2.54: 

<4> A description of the animal which 
shall include: 

<i> The species of the animal; 

The sex of the animal: 

(iil) The color and any distinctive 
markings on the animAl; 

<iv> The breed or type of the animals, 
if a dog or cat. 

(5) The auction sales number assigned 
to the animal: 

(6> The name and address of the 
buyer of the animal and his license num¬ 
ber if licensed under the Act. 


(b> One copy of the record containing 
the information required by paragraph 
(a) of this section shall be given to the 
consignor of each animal, one copy of 
the record shall be given to the purchaser 
of each animal, and one copy of the rec¬ 
ord shall be retained by the operator of 
such auction sale for each animal sold 
by the auction sale. 

11. Section 2.78 would be revised to 
read as follows: 

§ 2.78 Record'*, currier* and inter¬ 
mediate handler*. 

(a) In connection with all live animals 
accepted for shipment on a C.O.D. basis 
or other arrangement or practice under 
which the cost of such animal or the cost 
of the transportation of such animal Is 
to be paid and collected upon delivery of 
the animal to the consignee, the accept¬ 
ing carrier and intermediate handler, if 
any, shall keep and maintain a copy of 
the guarantee in writing of the consignor 
of such shipment for the payment of 
transportation charged for any animal 
not claimed, as provided In $ 2.80. includ¬ 
ing. where necessary, both the return 
transportation charges and an amount 
sufficient to reimburse the carrier for all 
out-of-pocket expenses Incurred for the 
care, feeding, and storage of such animal. 

<b> In connection with all live dogs, 
cats, or nonhuman primates delivered for 
transportation, in commerce, to any car¬ 
rier or intermediate handler, by any 
dealer, research facility, exhibitor, oper¬ 
ator of an auction sale, or department, 
agency, or Instrumentality of the United 
States or of any State or local govern¬ 
ment. the accepting carrier and inter¬ 
mediate handler if any shall keep and 
maintain a copy of the health certifica¬ 
tion completed os required by i 2.79. ten¬ 
dered with each such live dog. cat. or 
nonhuman primate. 

12. Section 2.79 (9 CFR 2.79) would be 
revised to read as follows: 

§ 2.79 llrultli certification and identifi¬ 
cation* 

(a) No dealer, research facility, exhib¬ 
itor. operator of an auction sale, or de¬ 
partment. agency, or instrumentality of 
the United States or of any State or 
local government shall deliver to any in¬ 
termediate handler or carrier for trans¬ 
portation. in commerce, any dog. cat. or 
nonhuman primate unless such dog. cat. 
or nonhuman primate shall be accom¬ 
panied by a health certificate executed 
and issued by a licensed veterinarian. 
Such health certificate shall state that 
*1) the licensed veterinarian inspected 
such dog, cat. or nonhuman primate on 
a specified date which shall not be more 
than 10 days prior to the delivery of such 
dog. cat, or nonhuman primate for trans¬ 
portation. in commerce, and (2) when so 
inspected that such dog. cat. or non¬ 
human primate appeared to the licensed 
veterinarian to be free of any infectious 
disease or physical abnormality which 
w ould endanger the animal or animals or 
other animals or endanger public health. 

*b> No intermediate handler or car¬ 
rier to whom any live dog. cat, or non- 
humun primate is delivered for trans¬ 
portation. In commerce, by any dealer. 


FEDERAL REGISTER. VOt. 42. NO. 50—TUESDAY. MARCH T5, 1977 



14134 


PROPOSED RULES 


research facility, exhibitor, operator of 
an auction sale, or department, agency 
or instrumentality of the United States 
or any State or local government shall 
receive such live dog. cat, or nonhuman 
primate for transportation, in com¬ 
merce, unless and until it is accompa¬ 
nied by a health certificate issued by a 
licensed veterinarian pursuant to para¬ 
graph (a) of this section. 

<c) Port (D) of the USDA Individual 
Health Certificate and Identification 
Form iVS Form 18-1) is a form which 
may be used for Health Certification by 
a licensed veterinarian os required by 

this section. _ 

13. A new $ 2.80 (9 CFR 2.80) would be 
added ns follows: 

§ 2.80 CO.n. shipment** 

<a) No corricr or intermediate han¬ 
dler shall accept any animal for trans¬ 
portation. in commerce, upon any C.O D. 
or other basis where the cost of the ani¬ 
mal or the cost for any such transporta¬ 
tion or any other incidental or out-of- 
pockct expense is to be paid and col¬ 
lected upon delivery of such animal to 
the consignee, unless the consignor 
guarantees in writing the payment of all 
transportation, including any return 
transportation, if such shipment is un¬ 
claimed or the consignee cannot be noti¬ 
fied in accordance with paragraphs ib) 
and <c) of this section, including reim¬ 
bursing the carrier or Intermediate han¬ 
dler for all out-of-pocket expenses in¬ 
curred for the care, feeding, and stor¬ 
age or housing of such animal. 

<b> Any carrier or intermediate 
handler receiving any animal at destina¬ 
tion on a C.O.D. or other basis where the 
cost of the animal or the cost for any 
transportation or other incidental or out- 
of-pocket expense is to be paid and col¬ 
lected upon delivery of such animal to 
the consignee shall attempt to notify such 
consignee for a period of 24 hours after 
arrival of the animal at destination, at 
least once every 6 hours during that pe¬ 
riod. The time. date, and method of each 
notification to the consignee and the per¬ 
son notifying the consignee shall be 
noted on the form accompanying the 
C.O.D. shipment. If the consignee can¬ 
not be notified of the C.O.D. shipment 
within 24 hours after arrival of the ship¬ 
ment, the carrier or intermediate handler 
shall return the animal to the consignor, 
or to whomever the consignor has desig¬ 
nated. on the next practical available 
transportation. In accordance with the 
written agreement required in paragraph 
fa) of this section and so notify the con¬ 
signor. Any carrier or intermediate 
handler which has notified a consignee 
of the arrival of a C.O.D. or other ship¬ 
ment of an animal where the cost of the 
animal or the cost for any transporta¬ 
tion or other incidental or out-of-pocket 
expense is to be paid and collected upon 
delivery of such animal to the consignee, 
which is not claimed by such consignee 
within 48 hours from the time of such 
notification, shall return the animal to 
the consignor or to whomever the con¬ 
signor has designated, on the next practi¬ 


cal available transportation, in accord¬ 
ance with the written agreement re¬ 
quired in paragraph <a> of this section 
and so notify the consignor. 

<c* It shall be the responsibility of 
any carrier or intermediate handler to 
provide proper care, feeding, and storage 
or housing for any animal accepted for 
transportation, in commerce, under a 
C.O D. or other arrangement where the 
cost of the animal or the cost for any 
transportation or other incidental or out- 
of-pocket expense is to be paid and col¬ 
lected upon delivery of such animal until 
the consignee accepts shipment at desti¬ 
nation or until returned to the consignor 
or his designee should the consignee fail 
to accept delivery of the animal or the 
consignee could not be notified as pre¬ 
scribed in paragraph (b) of this section. 

(d) Nothing in this section shall be 
construed as prohibiting any carrier or 
intermediate handler from requiring 
any additional guarantee than that re¬ 
quired in paragraph fa) of this sec¬ 
tion for the payment of the cost of any 
transportation or out-of-pocket or other 
incidental expenses incurred in the 
transportation of any animal in com¬ 
merce. 

14. A new’ $ 2,81 would be added as fol¬ 
lows: 

§2.81 Rrrortls disposition. 

(a) No dealer, exhibitor, operator of 
an auction sale, research facility, car¬ 
rier or Intermediate handler shall, with¬ 
in a period of 2 years from the making 
thereof, destroy or dispose of, without 
the consent in WTiting of the Deputy 
Administrator, any books, records, doc¬ 
uments. or other papers required to be 
kept and maintained under this part. 

(b) The records required to be kept 
and maintained under this part shall be 
held for such period in excess of the pe¬ 
riod specified in paragraph (a) of this 
section as necessary to comply with any 
other Federal. State, or local law. When¬ 
ever the Deputy Administrator notifies a 
dealer, exhibitor, operator of an auc¬ 
tion sale, research facility, carrier, or in¬ 
termediate handler In writing that spe¬ 
cified records shall be retained pending 
completion of an Investigation or pro¬ 
ceeding under the Act, such dealer, ex¬ 
hibitor, operator of an auction sale, re¬ 
search facility, carrier, or intermediate 
handler shall hold such records until 
their dispostion is authorized by the 
Deputy Administrator. 

15. A new 5 2.130 would be added as 
follows: 

§ 2.130 Minimum age requirement*. 

No dog or cat shall be delivered by any 
person to any carrier or intermediate 
handler for transportation, in com¬ 
merce, except to a registered research 
facility, unless such dog or cat is at least 
eight <8) weeks of age and has been 
weaned. 

Any person who wishes to submit writ¬ 
ten data, views, or arguments concern¬ 
ing the proposed amendments may do so 
by filing them with the Deputy Adminis¬ 
trator. Veterinary Services. Animal and 
Plant Health Inspection Service. U.8. 


Department of Agriculture. Hyattsville, 
Maryland 20782. before April 18, 1977. 

All written submissions mode pursu¬ 
ant to this notice will be made available 
for public inspection at the Federal 
Building. 6505 Bclcrcst Hoad, Room 769, 
Hyattsville. Maryland, during regular 
hours of business <8 a.m. to 4:30 pjn., 
Monday through Friday, except holi¬ 
days > in a manner convenient to the 
public business (7 CFR 1.27<b)). 

Comments submitted should bear a 
reference to the date and page number of 
this issue in the Federal Rccister. 

Done at Washington, D.C., this 11th 
day of March 1976. 

Note.— The Animal and Plant Health In¬ 
spection Service has determined that thn 
document docs not contain a major proposal 
requiring preparation of an Inflation Impact 
Statement under Executive Order 11821 and 
OMB Circular A-107. 

Pierre A. Ciuloux, 
Acting Deputy Administrator. 

Veterinary Services. 

|PR Doc.77-7081 PUed 3-14-77;8:45 am| 


DEPARTMENT OF LABOR 

Occupational Safety and Health 
Administration 

[ 29 CFR Parts 1910,1928 ] 

f Docket No. II-0521 

PROPOSED STANDARD FOR EXPOSURE 
TO COTTON DUST 

Scheduling of Informal Public Hearings; 
Additional Locations 

AGENCY: Occupational Safety and 
Health Administration, Department of 
Labor. 

ACTIONS: <V Notice of Additional Lo¬ 
cations for Informal Hearings; 12) No¬ 
tice of Recess of Washington Hearing 
from April 11 until April 18, 1977. 

SUMMARY: This notice schedules two 
regional hearings concerning the pro¬ 
posed standard for occupational exposure 
to cotton dust. The previously announced 
Washington hearing will begin on April 
5.1977. and will be recessed from April 11 
until April 18. 1977, when it will resume. 

The purpose of holding these regional 
hearings is to permit persona who are un¬ 
able to attend the Washington hearing, 
particularly small businesses and indi¬ 
vidual employees, the opportunity to 
orally present their views to the Agency. 
DATES: All notices of intention to ap¬ 
pear at these two regional hearings must 
be filed by April 1. 1977. 

Dates on which regional hearings will 
begin, locations and times are as follows 

April 12. 1977: 9:30 isi, Downtown Motor 
Inn. Plantation Room. 218 Washington 
Avenue. Greenville. Mississippi 
May 10. 1977: 9 30 a m , South Park Inn. Pa¬ 
tio West Roam. 3201 S. Loop 289. Lub¬ 
bock. Texas. 

ADDRESS: Send notices of Intention to 
appear to: OSHA Office of Committee 
Management Docket No. H-052. Room 
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N-3033 UB. Department of Labor 3rd and 
Constitution Avenue, NW., Washington, 
D C. 20210 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Tom Hall, address as above. (202) 

523-8025. 

SUPPLEMENTARY INFORMATION: 

Background 

On December 28. 1976, OSHA pub¬ 
lished In the Federal Register (41 FR 
56498) a proposed standard for occupa¬ 
tional exposure to cotton dust together 
with a notice of an informal hearing to 
commence on April 5, 1977, at 9:30 ajn.. 
In the Departmental Auditorium on Con¬ 
stitution Avenue between 12th and 14th 
Streete NW., Washington, D.C. The dead¬ 
line for submitting written comments 
and notices of Intention to appear at the 
Washington hearing was March 4. 1977. 
The notice of proposed rulemaking pub¬ 
lished on December 28. 1976, discusses 
tiie Issues that are Involved In these 
proceedings. 

Pu blic Participation at 
Regional Hearings 

OSHA Is now scheduling two regional 
hearings on the cotton dust proposal, at 
the times and places stated above, to 
provide interested persons who are un¬ 
able to attend the Washington hearing 
the opportunity to make brief oral pres¬ 
entations to the Agency on any of the 
Issues involved In these proceedings. 
These hearings are particularly designed 
to provide an opportunity for small busi¬ 
nesses and employees who may not have 
the resources to appear at the hearing In 
Washington to more fully participate In 
the cotton dust rulemaking proceeding. 
In order to allow as many people as pos¬ 
sible to participate In these informal 
hearings, presentations will generally be 
limited to 15 minutes. We will attempt, 
however, within the time available, to 
Accommodate any requests for additional 
time which are made necessary by spe¬ 
cial circumstances. 

In view of the brief duration of these 
regional hearings. OSHA requests Inter¬ 
ested persons who are able to attend the 
Washington hearing to present their tes¬ 
timony in Washington. OSHA will make 
Its presentation and will be available for 
Questioning only at the beginning of the 
hearing tn Washington. In addition, the 
expert witnesses who have been asked by 


OSHA to testify are scheduled to appear 
only in Washington. 

Requests To Participate 

AH persons who want to participate In 
either of these informal regional hear¬ 
ings should file a notice of intention to 
appear, postmarked on or before April 1. 
1977, with Tom Hall at the above address. 
The notice must contain the following 
information: 

(1) The hearing location—Greenville 
or Lubbock—at which you wish to 
testify; 

(2) The name, address, and telephone 
number of each person to appear: 

(3) The organisation, if any. which 
tiie person represents; 

<4) The Issues that will be addressed 
and a brief statement of your views; and 

(5) Complete copies of any studies, sci¬ 
entific or economic data, or any other 
documentary materials which you will be 
presenting for the record or discussing 
at the hearing. 

All persons giving advance notice as 
above will have time reserved for oral 
presentation. Persons wishing to testify 
who have not submitted advance notice, 
will be allowed to make oral presenta¬ 
tions if time permits; however, priority 
will be given to those who have submitted 
notices of appearance. 

All written submissions will become 
port of the record of this proceeding and 
will be available for inspection and copy¬ 
ing at the above address. 

Any person who has already filed a 
notice of Intention to appear, or who 
flics a timely notice of intention to ap¬ 
pear at any of the hearing locations may 
ask appropriate questions of any other 
participant at any of the hearing loca¬ 
tions. In addition, any person who has 
filed a notice of intention to appear at 
the Washington hearing, but now wishes 
to make a brief presentation of the type 
permitted at one of the regional hear¬ 
ings, rather than Washington, may do so 
by notifying Tom Hall at the above ad¬ 
dress as soon as possible. 

Conduct or Hearing 

The hearing will be conducted in ac¬ 
cordance with 29 CFR Part 1911. and will 
commence with the resolution of any 
procedural matters. It will be presided 
over by an Administrative Law Judge 
who will have all the powers necessary 
or appropriate to conduct a full and fair 
informal hearing. Including the powers: 

(1) To regulate the course of the pro¬ 
ceedings; 


(2) To dispose of procedural requests, 
objections, and comparable matters; 

<3> To confine the presentations to 
matters pertinent to the proposed stand¬ 
ard: 

(4) To regulate the conduct of those 
present at the hearing by appropriate 
means; 

*<5) In the Judge's discretion, to ques¬ 
tion and permit questioning of any wit¬ 
ness; and 

(6) In the judge's discretion, to keep 
the record open for a reasonable, stated 
time to receive written information and 
additional data, views and arguments 
from any person who has participated in 
the oral proceedings. 

Following the close of the hearing, the 
presiding Administrative Law Judge will 
certify the record thereof to the Assist¬ 
ant Secretary of Labor for Occupational 
Safety and Health. The proposal will be 
reviewed in light of all oral and written 
submissions received as part of the 
record, and a final standard will be 
issued based on the entire record in tills 
proceeding. 

Brief Recess in Washington Hearing 

As noted, the Washington hearing will 
commence on April 5. 1977, in the De¬ 
partmental Auditorium on Constitution 
Avenue between 12th and 14th Streets 
NW.. Washington. D.C. During the com¬ 
ment period. OSHA received a request 
from the American Textile Manufac¬ 
turers Institute for a recess in the Wash¬ 
ington hearing from April 11 through 
April 15 because of an annual meeting 
which will be attended by many parties 
to this proceeding and was planned over 
three years ago. OSHA has granted this 
request in order to prevent undue hard¬ 
ship to them while not significantly de¬ 
laying this proceeding. It Is anticipated 
that the testimony by all expert wit¬ 
nesses testifying at the request of OSHA 
will be completed during the week of 
April 5th. The hearing tn Washington 
will be recessed from April 11 until it 
resumes on April 18. 1977. 

<8ec. fl. 84 Stat. 1593 ( 29 US.C. C56); 29 CFR 
Part 1911.) 

Signed at Washington, D.C. this 11th 
day of March. 1977. 

B. M. Concxlin, 

Deputy Assistant 
Secretary of Labor. 

|FR Doc.77-7909 Filed 3-14*77;II :00 am] 
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DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

SHIPPERS ADVISORY COMMITTEE 
MEETING 

Public Meeting 

Pursuant to the provisions of 110ia> 
(2) of the Federal Advisory Committee 
Act <80 Stat. 770), notice is hereby given 
of meeting of the Shippers Advisory 
Committee established under Marketing 
Order No. 905 <7 CFR Part 905). This 
order regulates the handling of oranges, 
grapefruit, tangerines, and tangclos 
grown in Florida and Is effective pur¬ 
suant to the provisions of the Agricul¬ 
tural Marketing Agreement Act of 1937. 
as amended <7 US.C. 601-674). The 
committee will hold a meeting on March 
29, 1977, at 10:30 ajn. in the A. B. 
Michael Auditorium of the Florida Citrus 
Mutual Building. 302 South Massachu¬ 
setts Avenue. Lakeland, Florida. 

The meeting will be open to the public 
and a brief period will be set aside for 
public comments and questions. The 
agenda of each meeting includes analysis 
of current Information concerning 
market supply and demand factors, and 
consideration of recommendations for 
regulation of shipments of the named 
fruits. 

The names of committee members, 
agenda, and other Information pertain¬ 
ing to the meeting may be obtained from 
Franklin D. Trovilllon. Manager. Grow¬ 
ers Administrative Committee. P.O. Box 
R. Lakeland. Florida 33802; telephone 
813-682-3103. 

Dated: March 11. 1977. 

William T. Manley. 

Deputy Administrator. 
Program Operations. 

1 PR Doc.77-7740 Filed 3-14-77:8:46 ami 

Animal and Plant Health Inspection Service 
PSEUDORABIES CONFERENCE 
Meeting 

• Purpose. The purpose of this docu¬ 
ment is to give notice of a fact-finding 
conference on pseudorabies, a contagious 
disease of swine and other livestock. • 

A fact-finding conference on pseudo- 
rabies will be held at the C. Y. Stephens 
Auditorium. Iowa State University, Ames. 
Iowa. April 4-5. 1977. at 8:00 am. to 
4:30 pjn.. each day. This conference is 
sponsored by the Department of Agri¬ 
culture and various other organizations 
for the purpose of exchanging views 
among leading scientific authorities, pro¬ 
ducers. and other Interested groups re¬ 
lated to the swine industry of the United 


States, on pseudorabies The conference 
is open to the public. 

Written statements concerning these 
matters may be filed with the Depart¬ 
ment on or before April 5. 1977. Partici¬ 
pants are urged to prepare their state¬ 
ments in writing to be read and dis¬ 
cussed during the conference. 

All written submissions made pursuant 
to this notice will be made available for 
public inspection at the Federal Building. 
8505 Belcrcst Road. Room 755, Hyatts- 
vllle, Maryland, during regular hours of 
business <8 a.m. to 4:30 p.m., Monday 
to Friday, except holidays) in a ma nner 
convenient to the public business (7 CFR 
1.27(b)), 

Further Information may be obtained 
from and written statements may be sub¬ 
mitted to Dr. H. A. McDaniel. Conference 
Chairman. UB. Department of Agricul¬ 
ture. Animal and Plant Health Inspec¬ 
tion Service. Veterinary Services, Federal 
Building, Room 755, Hyattsvffle. Mary¬ 
land, <301-436-8085). 

Dated: March9.1977. 

Piexrk A. Chalovx. 

Acting Deputy Administrator , 
Veterinary Services. 

[FR Doc .77-7563 Filed 3-14-77:8:46 am) 


EXPERT PANEL ON NITRITES AND 
NITROSAMINES 

Meeting and Agenda 

Notice is heregy given of a meeting of 
the Expert Panel on Nitrites and Nttro- 
samines to be held in Room 218A (Con¬ 
ference Room), Administration Build¬ 
ing. 14th ai\d Independence Avenue SW.. 
Washington. DC.. March 29. 1977. at 
9:30 a.m. This is the tenth scheduled 
meeting of the Panel. 

In attendance for the first time will be 
two new members representing the pub¬ 
lic. Ms. Carole Sundberg-Wcmer of Me- 
nomonie. Wisconsin, and Ms. Ellen 
Zawel of Harrington Park. New Jersey. 

The meeting* agenda is (1) Update 
curcnt studies, <2> Discussion of Panel’s 
position paper, and <3) New business as 
appropriate. Discussion will be primarily 
limited to Panel participation; however, 
where appropriate, public comment and 
questions will be solicited during the 
course of the meeting. 

The meeting will be open to the public 
and under the direction of tho Panel 
Chairman or his designee. Written 
statements may be filed with the Panel 
before or after the meeting. Any member 
of the public who wishes to attend or 
who has further questions should con¬ 
tact the Issuance Coordination Staff, 
Technical Services. Animal and Plant 


Health Inspection Service. U S. Depart¬ 
ment of Agriculture, Room 4905. South 
Agriculture Building, Washington. D.C. 
20250. Area Code <202) 447-6189. Any 
person who wishes to file a statement 
may send such statement to the Issu¬ 
ance Coordination Staff at the above ad¬ 
dress. 

Dated: March 11. 1977. 

F. J. M ULMERN. 

Administrator. Animal and Plant 
Health Inspection Service. 

(FR Doc.77-7810 Filed 3-14-77:10:59 sm‘ 


Farmers Home Administration 
(Designation No. A449| 

IOWA 

Designation of Emergency Areas 

The Secretary of Agriculture has de¬ 
termined that farming, ranching, or 
aquaculture operations have been sub¬ 
stantially affected in the following Iown 
Counties os a result of drought May 1 
through December 1. 1976. in Butler 
County: and drought May 1 through No¬ 
vember 19.1976. in Osceola County. 

Therefore, the Secretary has desig¬ 
nated this area as eligible for emergency 
loans pursuant to the provisions of the 
Consolidated Farm and Rural Develop¬ 
ment Act. as amended by Public Law 
94-68, and the provisions of 7 CFR 1832 3 
<b) Including the recommendation of 
Governor Robert D. Ray that such desig¬ 
nation be mode. 

Applications for emergency loans must 
be received by this Department no later 
than April 25. 1977, for physical losses 
and November 18. 1977. for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for subse¬ 
quent loans. The urgency of the need for 
loans in the designated area makes it im¬ 
practicable and contrary to the public 
Interest to give advance notice of pro¬ 
posed rulemaking and Unite public par¬ 
ticipation. 

Done at Washington, DC. this 7th day 
of March. 1977. 

Frank W. Naylor. Jr., 
Acting Administrator. 

Farmers Home Administration 
(FR Doc.77-7565 Filed 3-14-77:8:45 ami 


| Designation No. A448| 

LOUISIANA 

Designation of Emergency Areas 

The Secretary of Agriculture 1ms detei - 
mined that farming, ranching, or &Qua- 
culture operations have been substun - 
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tlaHy affected In the following Louisiana 
Parishes as a result of drought during 
the last of May through October 1. hall, 
wind and rain August 26. and a freeze 
November 29. 1976. in Iberville Parish: 
drought from mid-July until October 30. 
a freeze November 29, 1976, in addition 
to severe cold weather through January 
24, 1977. in Pointe Coupee Parish; and a 
freeze November 29. 1976. in West Baton 
Rouge, Parish. 

Therefore, the Secretary has desig¬ 
nated this area as eligible for emergency 
loans pursuant to the provisions of the 
Consolidated Farm and Rural Develop¬ 
ment Act, as amended by Public Law 
94-68, and the provisions of 7 CFR 1832.- 
3(b) including the recommendation of 
Governor Edwin Edwards that such 
designation be made. 

Applications for emergency loans must 
be received by this Department no later 
than April 19. 1977. for physical losses 
&nd November 17. 1977, for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for subse¬ 
quent loans. The urgency of the need for 
loans In the designated area makes it im¬ 
practicable and contrary to the public 
interest to give advance notice of pro¬ 
posed rulemaking and invite public par¬ 
ticipation. 

Done at Washington. DC. this 7th day 
of March, 1977. 

Frank W. Naylor. Jr. 

Acting Administrator . 

Farmers Home Administration. 

I PR Doc.77-7556 Filed 8-14-77;8:45 ami 


1 Designation No. A450J 

MISSISSIPPI 

Designation of Emergency Areas 

The Secretary of Agriculture has deter¬ 
mined that farming, ranching, or aqua¬ 
culture operations have been substan¬ 
tially affected in Pike County, Mississippi, 
as a result of drought August 15 through 
November 1, 1976: early freeze October 
21, 1976: and subsequent frost November 

I through December 31. 1976. 

Therefore, the Secretary has desig¬ 
nated this area as eligible for emergency 
loans pursuant to the provisions of the 
Consolidated Farm and Rural Develop¬ 
ment Act. ns amended by Public Law 
94-63, and the provisions of 7 CFR 1832.- 
3(b> Including the recommendation of 
Governor Cliff Finch that such designa¬ 
tion be made. 

Applications for emergency loam must 
be received by this Department no later 
than April 25. 1977, for physical losses 
and November 18. 1977. for production 
lasses. except that qualified' borrowers 
who receive initial loans pursuant to this 
designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loan* in the designated area makes 

II impracticable and contrary to the 
Public interest to give advance notice of 
Proposed rulemaking and Invite public 
participation. 


Done at Washington. DC, this 7th day 
of March, 1977. 

Frank W. Naylor. Jr„ 

Acting Administrator ; 
Farmers Home Administration . 
IPB Doc.77-7557 Fllod 8-14-77:8:45 am) 


|Designation nA. A454] 
TENNESSEE 

Designation of Emergency Areas 

The Secretary of Agriculture has de¬ 
termined that farming, ranching, or 
aquaculture operations have been sub¬ 
stantially affected in certain Tennessee 
Counties as a result of various adverse 
weather conditions shown in the fol¬ 
lowing chart: 

Crockett County: Heavy rains AprU 20 
through May 25. 1276; coot weather June 1 
through June 30. 1976: drought July 5 
through September 30. 1976; frost on Oc¬ 
tober 10. 1976, and freeze on October 12. 
1976. 

Fayette County: Cold wet spring, late frost 
aud below normal temperatures April 20 
through June 1, 1976; below normal tem¬ 
peratures and drought August 20 through 
September 10. 1976; and early frees© Sep¬ 
tember 11 through October 25. 1976. 
Haywood County: Cool weather AprU 24 
through May 10. 1976, and August 1 
through September 30. 1976; dry weather 
August 1 through August 30, 1976; haU- 
Morrn* August 24. 1976; early frees© Oc¬ 
tober 0. 1976; and froet September 11, 12 
and 22, 1970. 

Lauderdale County: Low soil temperature 
April 25 through June 1. 1976; frost Octo¬ 
ber 12, 1973: frost and freeze October 19, 
1976; and drought August l through Sep¬ 
tember 30, 1976. 

Madison County: Cool and wet April 15 
through AprU 30. 1076; very cool May 1 
through May 30. 1976; frost June 6. 12 
and 19. 1976; and early freeze October 18 
and 19, 1076. 

Shelby County: Very cool May 1 through 
May 30. 1976; frost May 4. 1976; drought 
Juty 1 through August 80, 1976; cold 
and wet September 1 through Septem¬ 
ber 30. 1976; and frost October 21. 1976. 
Tipton County: Below normal temperaturec 
April 1 through June 1, 1976; frost 

April 10 and May 4. 1976; heavy rainfall 
June 1 through June 30. 1976; erratic 
temperatures September 1 through Sep- 
temper 30. 1976; and early frost Octo¬ 
ber 9 and October 18. 1976. 

Therefore, tho Secretary has desig¬ 
nated these areas as eligible for emer¬ 
gency loans pursuant to the provisions 
of the Consolidated Farm and Rural 
Development Act. as amended by Pub. 
L. 94-68, and the provisions of 7 CFR 
1832.3(b) including the recommendation 
of Governor Ray Blanton that such des¬ 
ignation be made. 

Applications for emergency loans must 
be received by this Department no later 
than April 25. 1977. for physical losses 
and November 22. 1977, for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for subse¬ 


quent loans. The urgency of the need for 
loans In the designated areas makes It 
impracticable and contrary to the public 
interest to give advance notice of pro¬ 
posed rulemaking and Invite public par¬ 
ticipation. 

Done at Washington, D.C., this 7th day 
of March. 1977. 

Frank W. Naylor, Jr., 

Acting Administrator . 

Farmers Home Administration . 

(FR Doc.77-7558 Filed 3-14-77;8:45 nm] 


Food and Nutrition Service 
CASH IN LIEU OF COMMODITIES 

Value of Donated Commodities for Fiscal 
Year 1977 

Under section 6(b) of the National 
School Lunch Act. as amended 17 UJS.C. 
1755(b)), and the regulations govern¬ 
ing cash in lieu of commodities (7 CFR 
Part 240 > the Food and Nutrition Serv¬ 
ice (FNS) is required to make an 
estimate as of February 15 of each fiscal 
year of the value of agricultural com¬ 
modities and other foods that will be 
delivered during that fiscal year to States 
for school food service programs. These 
foods are made available under sections 
6(a), 9(c), and 14 of the National School 
Lunch Act as amended, section 8 of the 
Child Nutrition Act of 1966, as amended, 
section 416 of the Agricultural Act of 
1949, as amended (7 U.S.C. 1431), and 
section 32 of the Act of August 24, 1935, 
as amended (7 U.8.C. 6120. If the esti¬ 
mated value is less than 90 per centum 
of the value of deliveries initially pro¬ 
grammed for the fiscal year. FNS la re¬ 
quired to pay to State educational agen¬ 
cies an amount of funds equal to the dif¬ 
ference between the value of food 
deliveries initially programmed and tho 
estimated value, as of February 15, of 
commodities and other foods to be 
delivered during the fiscal year. If pay¬ 
ments are required they must be made 
by March 15 of the same fiscal year. 

In accordance with these requirements, 
notice is hereby given that FNS has 
completed the estimate required under 
section 6(b) and the regulations and has 
determined that the value of commod¬ 
ities and other foods that will be de¬ 
livered to school food service programs 
during fiscal year 1977 Is not less than 
90 per centum of tho value of the deliv¬ 
eries initially programmed for this year 
Therefore, there will be no cash payment 
under section 6(b) on March 15 for fiscal 
year 1977. 

Section 6(e) of the National School 
Lunch Act, as amended (7 U.S.C, 1755 
(e)), requires a minimum national aver¬ 
age value per lunch of donated foods, 
or payment of cash in lieu thereof. For 
fiscal year 1977. this national average 
value has been established at 11.75 cenfa 
per lunch (41 FR 29893) and. as provided 
in 8 240.3(c) of the regulations, a deter¬ 
mination will be made as of August I, 
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1977, whether a cash payment will be 
necessary to meet this requirement. 

Dated: March U. 1977. 

Bob Be roland. 
Secretary. 

I PR Doc.77 7760 Piled 9-14-77,8:45 mm] 


| Docket No. 24869; Order 77-3 961 

OVERSEAS AND FOREIGN AIR 
TRANSPORTATION 

Baggage Allowance Tariff Rules 

Adopted by the Civil Aeronautics 
Board at Its office in Washington. D.C. 
on the 7th day of March. 1977. 

The Board’s decision in the above-cap¬ 
tioned case, Order 76-3-81, effective 
March 13, 1976. ordered the cancellation 
of all tariff rule® applicable to overseas 
and foreign air transportation which 
provide free-baggage allowances of 30 
kilograms (66 pounds) for first-class 
passengers and 20 kilograms (44 pounds) 
for economy-class passengers within one 
year from the effective date of that or¬ 
der. The Board s decision also disap¬ 
proved IATA Resolution 310, effective 
the same date, to the extent that it pro¬ 
vides for such free-baggage allowances. 

It is the Board’s understanding that 
the carriers have recently concluded a 
new IATA agreement on this issue which 
will be submitted shortly for Board ac¬ 
tion. In view of tills development, wc will 
postpone the effective date set forth in 
Order 76-3-81 for the cancellation of the 
subject tariff rules and for disapproval 
of IATA Resolution 310. until May 1. 
1977 or such earlier date as the Board 
may direct. If found acceptable, our ac¬ 
tion here will facilitate an orderly tran¬ 
sition from one baggage-allowance sys¬ 
tem to another. 

Accordingly, it is ordered. that: That 
portion of the Board s decision in the 
Baggage Allowance Tariff Rules in Over¬ 
seas and Foreign Air Transportation 
case. Docket 24869, set forth in ordering 
paragraphs 1 and 2 of Order 76-3-81. ef¬ 
fective March 13, 1976 be and hereby is 
stayed until May 1, 1977 or such earlier 
date as the Board may direct. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary. 

iPR Doc.77-7683 Piled 3-14-77:8:45 mm| 

CIVIL AERONAUTICS BOARD 

l Docket No. 30447; Order 77-3 371 

BUSINESS AIR SERVICES LTD. 

Statement of Tentative Findings and Con¬ 
clusions and Order to Show Cause Re¬ 
garding Foreign Air Carrier Permit 

Adopted by the Civil Aeronautics 
Board at Its office in Washington. D.C., 
on the 7th day of March 1977. 

By application filed February 8, 1977/ 
Business Air Services Limited (Business 

» A oopy of the application ho» been trans¬ 
muted to the Proftldeut of the United State* 
In accordance with the requirement* of sec¬ 
tion 801 of the Act. 

FCOERAt 


Air Services) requests a foreign air car¬ 
rier permit to engage in charter foreign 
air transportation with respect to per¬ 
sons and their accompanying baggage, 
and planeload charter foreign air trans¬ 
portation with respect to property, be¬ 
tween any point or points in Canada and 
any point or points in the United States, 
utilising ‘small aircraft”* pursuant to 
the Nonscheduled Air Service Agreement 
executed on May 8. 1974. by the Govern¬ 
ments of the United States and Canada. 

Fitness or Applicant for a Foreign Air 
Carrier Permit 

Business Air Services was incorporated 
under the Business Corporations Act of 
Ontario on September 10. 1976. The Air 
Transport Committee of the Canadian 
Transport Commission lias Issued the 
company license No. A.T.C. 560/76 (CF>, 
a class 9-4 license which authorizes the 
holder to operate international charter 
commercial air services from a base at 
Goderich. Ontario. The licensee is re¬ 
stricted in its operations to the use of 
Group C aircraft.* The Canadian De¬ 
partment of Transport. Civil Aviation 
Branch, has issued Business Air Services 
Operating Certificate Number 3756 which 
certifies that the carrier is adequately 
equipoed and able to conduct a safe 
operation. 

Business Air Services was issued Us 
Operating Certificate by the Canadian 
Department oi Transport on January 13. 
1977 and has therefore not had sufficient 
revenue experience to produce a profit 
and loss statement. The carrier estimates 
that during its first year of operations it 
will have total operating revenues of 
$557,500. and total operating expenses of 
$532,613 resulting in an operating income 
of $24,887. 

In its application, the carrier states 
that it proposes to make two aircraft 
available for charters to the United 
States: <1> A Lear jet 25B. seating capac¬ 
ity of eight, and a maximum authorized 
takeoff weight*of 15.000 pounds, and <2> 
a Beechcraft C-90. seating capacity of 
six. and a maximum authorized takeoff 
weight of 9,650 pounds. The Applicant has 
had no safety or tariff violations. 

"Public Interest” in Award or the 
Authority Sought 

The applicant relies upon the Non- 
scheduled Air Service Agreement signed 
by the Governments of Canada and the 
United States on May 8, 1974. as the 
basis for the grant of the requested au¬ 
thority. By diplomatic note No. 58. dated 
February 8. 1977/ the Government of 
Canada designated the applicant under 


• Small aircraft” are defined by the Non- 
Hcheduled Air Service Agreement aa aircraft 
which are not “larg* aircraft," "Large air¬ 
craft'* are defined a* aircraft having both 
(a) a maximum paaaenger capacity of more 
than 30 seat* or a maximum payload capacity 
of more than 7.500 pound*, and (b) a maxi¬ 
mum authorised takeoff weight on wheel* 
greater than 36.000 pound*. 

1 Under Canadian Air Transport Committee 
regulation*, Oroup C ooosUto of aircraft har¬ 
ing a maximum authorized takeoff weight on 
wheel* over 7,000 pound* but not greater than 
18.000 pound*. 

• See Docket 26473 
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the Agreement to perform charter serv¬ 
ices with small aircraft. 

Ownership and Control or the 
Applicant 

The officers of the corporation are Mj 
B A. Sully. President and Director; Mr 
J. C. Freeman. Secretary, Treasurer, and 
Director; Mr. E. O. Squires. Vice Presi¬ 
dent and Director; and Mr. J. McKeown. 
Vice President and Director. All of the 
officers are Canadian citizens. The sole 
shareholder of Business Air Services is 
Mr. B. A. 8uUy who is also President of 
the company. The carrier’s debt is held 
entirely by the Bank of Montreal, a 
Canadian charter bank with its head 
office In Montreal. Quebec. Canada 

The applicant states that no officer, di¬ 
rector. or stockholder of the carrier holds 
stock, or any other interest in any US. 
air carrier, any Canadian or foreign air 
carrier, any person engaged in a phase of 
aeronautics, any common carrier, or in 
any person whose principal business w 
the holding of stock in. or control of any 
such entities. 

In view of the foregoing and all the 
facts of record, the Board tentatively 
finds and concludes: 

1. That Business Air Services Limited 
is substantially owned and effectively 
controlled by nationals of Canada; 

2. That it is in the public Interest to 
issue a foreign air carrier permit for 
small aircraft operations to Business Air 
Sendees Limited authorizing it to engore 
in charter foreign air transportation with 
small aircraft with respect to person* 
and their accompanied baggage and 
planeload charters of property between 
any point or points in Canada and any 
point or points in the United 8tatcs; 

3. That the public interest requires that 
the exercise of the privileges granted by 
said permit shall be subject to the terms, 
conditions, and limitations contained in 
the specimen form of permit attached to 
this order, and to such other reasonable 
terms, conditions, and limitations re¬ 
quired by the public interest as mav from 
time to time be prescribed by the Board; 

4. That Business Air Services Limited 
is fit. willing, and able properly to in¬ 
form the above-described foreign air 
transportation and to conform to the 
provisions of the Act and the rules, 
regulations, and requirements of the 
Board thereunder: 

5. That except to the extent granted 
herein, the application of Business Air 
Services Limited in Docket 30447 should 
be denied; and 

6. That an evidentiary hearing is not 
required in the public interest. 

Accordingly . It is ordered. That. 1. All 
interested persons be and they hereby 
are directed to show cause why the Board 
should not make final the tentative find¬ 
ings and conclusions stated herein, and 
why a foreign air carrier permit in the 
form of the specimen permit attached to 
this order should not, subject to the ap¬ 
proval of the President pursuant to 
section 801 of the Act. be issued to Busi¬ 
ness Air Services Limited; 

2. Any interested person having ob¬ 
jection to the issuafice, without hearing, 
of an order making final the tentative 
findings and conclusions stated herein 

15, 1977 
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shall fUe a statement of objections sup¬ 
ported by evidence within 21 days after 
the service of this order. If an evidenti¬ 
ary hearing is requested, the objection 
should state in detail why such hearing 
is considered necessary and what rele¬ 
vant and material facts would be ex¬ 
pected to be established through such 
hearing which cannot be established In 
written pleadings; 

3. If timely and properly supported ob¬ 
jections are filed, further consideration 
will be accorded the matters and issues 
raised by the objections before further 
action is taken by the Board;* 

4 In the event no objections are filed, 
all further procedural steps will be 
deemed to have been waived, and the 
Board may proceed to enter an order in 
accordance with the tentative findings 
and conclusions set forth herein; and 

5. Copies of this order shall be served 
upon Business Air Services Limited and 
the Ambassador of Canada in Washing¬ 
ton. D.C. 

This order will be published in the 
Federal Register and will be transmitted 
to the President. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 

Secretary. 

SPECIMEN Plum it 

PTXMIT TO rOBJOCK AIR CAJUKIK* foil SMALL 

aircraft operations 

Business Air Services Limited Is hereby 
authorlaed, subject to the provisions herein¬ 
after set forth, the provisions of the Federal 
Aviation Act of 1058 and the orders, rules, 
and regulations Issued thereunder, to engage 
In charter foreign air transportation as fol¬ 
lows: 

Charter flights with respect to persons and 
their accompanied baggage, and planeload 
charter flights with respect to property, be¬ 
tween any point or points In Canada and any 
point or points in the United States. 

The holder shall be authorized to perform 
those types of charters originating In Canada 
as are now, or may hereafter be. prescribed 
for carriage by small aircraft In Annex B(III) 
<B) of the Nonscheduled Air Service Agree¬ 
ment between the United 8tatee and Canada, 
signed May 8. 1074. Including any amend¬ 
ments. supplements, reservations, or super- 
Rft®!ons to that Agreement: Provided. That 
any such charters may be performed only to 
the extent authorized by the Air Carrier Reg¬ 
ulations of the Canadian Transport Com- 
mbadon applicable to operations by small air¬ 
craft, and the authority of the holder to 
perform such charters shall be subject to 
those Regulations. * 1 The authority of the 
holder to perform United States-orlglnatlng 
charters shall, fn accordance with Annex 
B(ITI)(A) of such Nonscheduled Air Service 
Agreement, be limited to commercial air 
transportation of passengers and their ac¬ 
companied baggage, and property, on a time, 
mileage or trip basis, where the entire plane¬ 
load capacity of one or more aircraft has been 


J Since provision Is mode for the filing of 
objections to this order, petitions for recon¬ 
sideration will not be entertained. 

1 Annex B(I11)(B) presently authorizes 
Canadlan-ortglnatlng small aircraft charters 
of the types prescribed In section (II) (B); 
out only to the extent applicable to small 
aircraft pursuant to Canadian Transport 
Commission Regulations. The applicable 
types of charters presently authorized are: 
Single Entity Passenger, Single Entity Prop¬ 
erty. Pro Rata Common Purpose, and Inclu¬ 
sive Tour. (In some Instances split passenger 
charters are authorized.) 


engaged by a person for his own use or by 
a person for the transportation of a group of 
persons and or their property, as agent or 
representative of such groups, or such small 
aircraft operations as may be authortoed 
pursuant to any amendment, supplement, 
reservation or supersession to that Agree¬ 
ment. 

This permit shall be subject to the follow¬ 
ing term*, conditions, and limitations: 

(1) In the performance of the charter op¬ 
erations authorized by this permit, the 
holder shall not use “large aircraft" as de¬ 
fined In Annex A(I) (A) of the Nonscheduled 
Air Service Agreement between the United 
States and Canada, signed May 8, 1074, In¬ 
cluding amendments, supplements, reserva¬ 
tions. or superBCAHions to that Agreement. 

(2) The holder shall not engage In foreign 
air transportation between the United States 
and any point or points, other than a point 
or points in Canada, or transport any prop¬ 
erty or persons whose Journey. Includes a 
prior, subsequent, or Intervening movement 
by air (except for the movement of passen¬ 
gers Independently of any group) to or from 
a point not in the United States or Canada: 
Provided, That the Board may. upon appli¬ 
cation by the holder, or by regulation, au¬ 
thorize the performance of charteri where 
such movements are Involved. 

(3) The holder shall not perform United 
States-originating charter flights which at 
the end of any calendar quarter would re¬ 
sult In the aggregate number of all Unttcd 
Statee-orlKmating charter flights performed 
by the holder on or after May 8. 1974 ex¬ 
ceeding by more than one-third the aggre¬ 
gate number of all Canadtan-orlglnatlng 
charter flights performed by the holder on 
or after May 8. 1074: Provided . That the 
Board may authorize the performance of 
charters not meeting the requirements set 
forth. For tho purpose of making such com¬ 
putation the following shall apply: 

(a) A charter shall be considered to origi¬ 
nate In the United States (or Canada) If the 
passengers or property are first taken on 
board In that country, and shall be consid¬ 
ered a* one flight whether the charter be 
one-way. round-trip, circle tour, or open 
Jaw. even (f a separate contract Is entered 
Into for a return portion of the charter 
trip from Canada (or the United States). 

(b) The computation shall be made sepa¬ 
rately for (1) "email aircraft" flights of per¬ 
sons; and (U) "small aircraft" flights of 
property. 

(c) In the case of a lease of aircraft with 
crew for the performance of a charter flight 
on behalf and under the authority of an¬ 
other carrier, the flight shall be included In 
the computation if the holder is the lessee, 
and shall not be Included ir the holder Is the 
lessor. 

(d) There shall be excluded from the 
computation: 

(I) Flights utilizing aircraft having a max¬ 
imum authorized takeoff weight on wheels 
(as determined by Canadian Transport Com¬ 
mission Regulations) not greater than 18.000 
pounds; and 

(II) Flights originating at a United 8tates 
terminal point of a route authorized pursu¬ 
ant to the Air Transport Services Agreement 
between the United States and Canada, 
signed January 17. 1968, as amended, or any 
agreement which may supercede It, or any 
supplementary agreement thereto which es¬ 
tablishes obligations or privileges thereun¬ 
der (if. pursuant to any such agreement, the 
holder also holds a foreign air carrier permit 
authorizing Individually ticketed or Individ¬ 
ually waybllled service over suck route, and 
provides some scheduled service on any route 
pursuant to any such agreement), when such 
flights serve either (a) a Canadian terminal 
point on such route, or (b) any Canadian In¬ 
termediate point authorized for service on 
such route by such foreign air carrier permit. 


(4) The holder may grant stopover privi¬ 
leges at any point or points in the United 
States only to passengers and their accompa¬ 
nied baggage moving on a Canadtan-origt- 
nating flight operating under a contract for 
round-trip charter transportation to be pro¬ 
vided solely by the holder and as to which 
the same aircraft stays with the passengers 
throughout the Journey: Provided, That the 
Board may authorize the performance of 
charter* not meeting the requirement* set 
forth. 

(5) The Board, by order or regulation and 
without hearing, may require advance ap¬ 
proval of Individual charter trips conducted 
by the holder pursuant to the authority 
granted by this permit, if It finds such action 
to be required In the public interest. 

(8) The holder shall conform to the air¬ 
worthiness and airman competency require¬ 
ments prescribed by the Government of 
Canada for Canadian international air 
service. 

(7) This permit shall be subject to all ap¬ 
plicable provisions of any treaty, convention, 
or agreement affecting international air 
transportation now in effect, or that may be¬ 
come effective during the period this permit 
remains In effect, to which the United States 
and Canada shall be parties. 

(8) This permit shall be subject to the con¬ 
dition that the holder shall keep on deposit 
with the Board a signed counterpart of CAB 
Agreement 18900, an agreement relating to 
liability limitations of the Warsaw Conven¬ 
tion and the Hague Protocol approved by 
Board Order E-23880. May 13, 1968. and a 
signed counterpart of any amendment or 
amendments to such agreement which may 
be approved by the Board and to which the 
holder becomes a party. 

(0) The holder (1) shall not provide for¬ 
eign air transportation under this permit un¬ 
less there is In effect third-party liability 
insurance In the amount of #1.000.000 or 
more to meet potential liability claims which 
may arise in connection with Its operations 
under this permit, and unless there Is on file 
with the Docket Section of the Board a state¬ 
ment showing the name and address of the 
insurance carrier and the amounts and lia¬ 
bility limits of the third-party liability in¬ 
surance provided, and (2) shall not provide 
foreign air transportation with respect to 
persons unices there Is in effect liability in¬ 
surance sufficient to cover the obligations as¬ 
sumed in CAB Agreement 18900, and unlesn 
there la on file with tho Docket Section of 
the Board a statement showing the name and 
address of the insurance carrier and the 
amounts and liability limits of the passenger 
liability Insurance provided. Upon request, 
the Board may authorize the holder to sup¬ 
ply the name and address of an insurance 
syndicate In lieu of the names and addresses 
of tho member insurers. 

(10) By accepting this permit, the holder 
waives any light It may possess to assert any 
defense of sovereign Immunity from suit In 
any action or proceeding instituted against 
the holder in any court or other tribunal in 
tho United States (or Its territories or poe¬ 
tess ions) based upon any claim arising out of 
operations by the holder under this permit 

The exercise of the privileges granted by 
this permit shall be subject to such other 
reasonable terms, conditions, and limitation* 
required by the public in term t as may from 
time to time be prescribed by the Board. 

This permit shall become effective on 
-- Unless otherwise termi¬ 
nated at an earlier date pursuant to the 
terms of any applicable treaty, conven¬ 
tion. or agreement, this penult shall 
terminate (1) upon the effective date 
of any treaty, convention, or agreement, 
or amendment thereto, which shall have 
the effect of eliminating the charter for¬ 
eign air transportation hereby author¬ 
ized from the transportation which may 
be operated by carriers designated by 
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the Government of Canada (or in the 
event of the elimination of part of the 
charter foreign air transportation hereby 
authorized, the authority granted herein 
shall be terminated to the extent of such 
elimination), or (2) upon the effective 
date of any permit granted by the Board 
to any other carrier designated by the 
government of Canada In lieu of the 
holder hereof, or (3) upon the termina¬ 
tion or expiration of the Nonschedulcd 
Air Service Agreement between the 
United States and Canada, signed May 8. 
1974: Provided, however. That clause <3> 
of this paragraph shall not apply If. 
prior to tho occurrence of the event spec¬ 
ified in clause (3). the operation of the 
foreign air transportation herein author¬ 
ized becomes the subject of any treaty, 
convention, or agreement to which the 
United States and Canada are or shall 
become parties. 

In witness whereof, the Civil Aeronau¬ 
tics Board has caused this permit to be 
executed by the Secretary of the Board, 
and the seal of the Board to be affixed 
hereto, on the-- 

Secretary. 

Umtauoe of this permit to the holder ap¬ 
proved by the President of the United State* * 

|FR Doc.77-7384 Filed 3-14-77; 8:43 am] 


(Docket No. 27673. Agreement CAJB. 28467 
R-l and R-3; Order 77-41-201 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Specific Commodity Rates: Agreement 
Adopted 

Issued under delegated authority 
March 4.1977. 

An agreement has been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carriers 
embodied In the resolutions of the Joint 
Traffic Conferences of the International 
Air Transport Association (IATA), and 
adopted pursuant to the provisions of 
Resolution 590 dealing with specific 
commodity rates. 

The agreement names an additional 
specific commodity rate reflecting re¬ 
ductions from general cargo rates, and 
cancels another specific commodlity rate 
as set forth below; and was adopted 
pursuant to unprotested notice to the 
carriers and promulgated in an IATA 
letter dated February 16. 1977. 


An*wm€nt Spoctfc 

C.A.B. commodity Drwfpllan and rale 

Item No. 


R-l . , UR4 Fl'h. Ur*. Inedible, loeiudin* 

aquarium nrUrtai cacti M 
ml. ww4. Ilfh fcjod-tx- 
eluding aquarium* and 
aquarium appttMMi 817 
r/kg. minimum weight 200 
kg. from Rlngapor* to ho* 
Anceton canrrUatlon. 

R-7_ saner Mudofel (lutrtuneuta, TTScA*. 

minimum Wright 100 kg : 
tricfkt, minimum weight 
300 gg- From Dolhi to Now 
York. 


Pursuant to authority duly delegated 
by tiie Board in the Board's Regulations. 
14 CFR 385.14. it is not found that the 
subject agreement is adverse to the pub¬ 
lic interest or In violation of the Act. 
provided that approval is subject to the 
conditions hereinafter ordered. 
Accordingly. It Is ordered, that: 

Agreement C.AJB. 26467. R-l and R-2. 
Is approved, provided that <a> approval 
shall not constitute approval of the 
specific commodity descriptions con¬ 
tained therein for purposes of tariff pub¬ 
lications: (b> tariff filings shall be 
marked to become effective on not less 
than 30 days' notice from the date of 
filing: and (c) where a specific com¬ 
modity rate is published for a specified 
minimum weight at a level lower than 
the general commodity rate applicable 
for such weight, and where a general 
commodity rate is published for a 
greater minimum weight at a level lower 
than such specific commodity rate, the 
specific commodity rate shall be ex¬ 
tended to all such greater minimum 
weights at the applicable general com¬ 
modity rate level. 

Persons entitled to petition the Board 
for review of this order, purs uant to the 
Board's Regulations. 14 CFR 385.50. may 
file such petitions within ten day's after 
the date of service of this order. 

This order shall be effective and be¬ 
come the action of the Civil Aeronautics 
Board unless within such period a peti¬ 
tion for review is filed or the Board gives 
notice that it will review this order on its 
own motion. 

This order will be published in the 

FEDERAL REGISTER, 

Janes L Deecan. 

Chief . Passenger and Cargo Rates 
Division, Bureau of Economics . 

Phylus T. Kaylor. 

Secretary. 

I PR Doc.77-7578 FUed 3-14-77,8 .43 am] 


(Docket So. 37573 Agreement C AB 28482 
Rr-t through R~4: Order 77-3-40] 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Specific Commodity Rates; Agreement 

Issued under delegated authority 
March 8. 1977. 

An agreement has been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 281 of the Board’s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carriers, 
embodied in the resolutions of the Traf¬ 
fic Conferences of the International Air 
Transport Association < IATA >. and 
adopted pursuant to the provisions of 
Resolution 590 dealing with specific 
commodity rates. 

As set forth in the attachment, the 
agreement add* two specific commodity 
rates under existing specific commodity 
descriptions, and adds two new rates 
with two new specific commodity de¬ 
scriptions. all reflecting reductions from 
general cargo rates. The agreement was 


adopted pursuant to unprotested notices 
to the carriers and promulgated in an 
IATA letter dated February 24, 1977. 

Pursuant to authority duly delegated 
by the Board in the Board's Regulations 
14 CFR 385.14. it Is not found that the 
subject agreement is adverse to the pub¬ 
lic interest or In violation of the Act. 
provided that approval is subject to the 
conditions hereinafter ordered. 

Accordingly, it is ordered. That: 
Agreement C.A.B. 26482, R-l through 
R-4. is approved, provided that (a) ap¬ 
proval shall not constitute approval of 
the specific commodity descriptions con¬ 
tained therein for purposes of tariff 
publications; (b) tariff filings shall be 
marked to become effective on not less 
than 30 days’ notice from the date of 
filing; and (c) where a specific com¬ 
modity rate is published for a specified 
minimum weight at a level lower than 
the general commodity rate applicable 
for such weight, and where a gene: 1 
commodity rate Is published for a 
greater minimum weight at a level lower 
than such specific commodity rate, the 
specific commodity rate shall be ex¬ 
tended to all such greater minimum 
weights at the applicable general com¬ 
modity rate level. 

Persons entitled to petition the Board 
for review of this order, pursuant to the 
Board's Regulations. 14 CFR 385.50, may 
file such petitions within ten days after 
the date of service of tills order. 

This order shall be effective and be¬ 
come the action of the Civil Aeronaut!^ 
Board unless within such period a peti¬ 
tion for review is filed or the Board give* 
notice that it will review this order on Ks 
own motion. 

This order will be published in the 
Federal Register. 

Janes L. Dee can 
Chief . Passenger and Cargo Rates 
tyivision. Bureau of Economic 

Phyllis T. Taylor. 

Secret ar y 


Agreement 
t\ A.B. 

SpeHftc 
commodity 
Ham Na 

Xi*3 


R-l.. 
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n -? 
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R-4 
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D»*:r1{iUou fend rfel« 


Ot flowrr*. Inline* nod cut* 
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to Tokyo. 
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New Y6rk. 
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mother-of-iwod and ft** 
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* To continxw la olTert after July b 1977. 
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(Dock* N<x 20123. Agreement CAB. 264*4. 

Docket 27(02. Docket 20123. Agreement 

C.A3. 264*3; Order 77-3-4*1 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Passenger Fares and Currency Matters; 

Agreement Adopted 

Issued under delegated authority 
March 8, 1977. 

Agreement* have been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation of 1958 (the Act) and 
Part 261 of the Board’s Economic Regu¬ 
lations between various air carriers, 
foreign air carriers, and other carriers 
embodied In the resolutions of Traffic 
conference 2 of the International Air 
Transport Association (IATA). Agree¬ 
ment CA.B. 26484 was adopted by mall 
vote; Agreement CAJ3. 26485 was 
adopted at the Composite Traffic Con¬ 
ference held In Cannes. Prance during 
February 1977. 

Agreement CA.B. 264*4 would amend 
various resolutions of the TC2 Limited 
Agreement (Middle East-Africa) to ex¬ 
tend the limited agreement to include 
Ethiopia. Agreement CA.B. 26485 would 
establish reduction factors on local sell¬ 
ing fares between points within Europe, 
and is intended to relate local currency 
selling fares more closely to fluctuating 
foreign exchange values. 

We will approve the agreements Inso¬ 
far as they affect fares that are com- 
b in able with fares to/from the United 
Sutes and thus have indirect application 
in air transportation as defined by the 
Act. 

Pursuant to authority duly delegated 
by the Board's Regulations. 14 CFR 
385.14. It is not found that Agreements 
C.A.B. 26484 and C A B. 26485 are ad¬ 
verse to the public Interest or In violation 
of the Act, provided that approval Is 
subject, where applicable, to conditions 
previously applied by the Board. 

According, it is ordered That: Agree¬ 
ments C A.B. 26484 and C A B. 26485 be 
and hereby are approved. 

Persons entitled to petition the Board 
for review of this order, pur suant to the 
Board's Regulations. 14 CFR 385.50. may 
file such petitions within ten days after 
the date of service of this order. 

This order shall be effective and be¬ 
come the action of the Civil Aeronautics 
Board upon expiration of the above 
period, unless within such period a peti¬ 
tion for review thereof Is filed or the 
Board gives notice that it will review 
this order on its own motion. 

This order will be published in the 
Federal Rrcisncm. 

James L Dxegan, 

Chief . Passenger and Cargo 
Rates Division. Bureau of 
Economics. 

Phyllis T. Kaylor, 

Secretary. 

I TO Doc 77-7581 Filed 3-14-77;8:43 am] 


{Docket No 27373. Agreement CA.B. 26719, 
Rr-7; Order 77 -3-391 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Agreement on Cargo Rates; Order on 
Reconsideration 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D. C. 
on the 7th day of March, 1977. 

By Order 76-9-13. September 2. 1976. 
the Board generally approved an agree¬ 
ment among the carrier members of the 
International Air Transport Association 
(IATA) to establish North/Central 
Pacific cargo rates through September 
30. 1977. Included in the subject IATA 
resolutions was Resolution 501a (“Small 
Package 8ervice") establishing rates for 
expedited service on small jpackages sat¬ 
isfying certain characteristics (total 
weight not to exceed 15 kgs., total value 
not to exceed $250 and total size not to 
exceed the sum of 56 inches). The Board 
conditioned It* approval of the resolution 
by stipulating that “the maximum value 
of such shipments shall not be less than 
8300.” in order to insure compliance with 
the standards of carrier liability under 
the Warsaw Convention Le., $20.00/kg. 

< $9.07/lb.). It was evident that under cer¬ 
tain circumstances, such as a 15 kg. ship¬ 
ment, Resolution 501a may have been 
interpreted os limiting liability to only 
316.67/kg. 

Pan American World Airways, Inc. 
(Pan American> has filed a petition for 
reconsideration of the Board’s order, re¬ 
questing that the condition placed on 
Resolution 501a be removed. In support 
of its petition. Pan American submits 
that the $250 value limit was not in¬ 
tended to limit liability, but rather to re¬ 
strict the type of traffic which would be 
transported on small package service to 
Insure its expedited handling and car¬ 
riage; that U.8. Customs regulation* are 
considerably more onerous for shipments 
valued over $250 and cause considerable 
delay in transit; 1 and that the Board s 
condition is not necessary to insure com¬ 
pliance with the Warsaw Convention 
which has the force of law in any event 
and prescribes a minimum liability with¬ 
out regard to Board or carrier action. 

The Board has concluded to deny the 
petition. We believe Pan American has 
misread the intent of our condition on 
the resolution. In stipulating that “the 
maximum value of such shipments shall 
not be less than $300” we were referring 
to the value for purposes of carrier lia¬ 
bility to avoid situations where the max¬ 
imum value a carrier imposed for pur¬ 
poses of determining acceptability for 
carriage might be interpreted as excus¬ 
ing him from the usual liability under 
Warsaw. By our condition we Intended 
only to remove any potential discord 


1 Pmn American states that shippers need 
not secure sn export license Tor ship menu 
valued under 4250; and that imports valued 
under $350 are permitted "Informal” clear¬ 
ance which takes only minutes. 


between Warsaw and tariff provisions 
which were based on Resolution 501a, 
and to clarify the continued application 
of Warsaw. 

The standard airway bill has separate 
boxes for "declared value for carriage” 
and "declared value for customs.” The 
shipper commonly declares different 
values for carriage as opposed to cus¬ 
toms. due to inclusion of transportation 
charge* and such ancillary items a* 
agent* and brokers' fees, destination 
charges and cartage, and valuation 
charges. If for some technical reason 
such as Customs Regulations Pan Ameri¬ 
can wishes to limit carriage under Us 
small package tariff to shipments valued 
for U.S. Customs at no more than $250, 
It is free to do so. 1 

Accordingly, it is ordered. That: The 
petition of Pan American World Airways. 
Inc. for reconsideration of Order 76-9- 
13 be and hereby is denied. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretory. 

| PR Doc.77-7582 Filed 3-14-77:8:45 am) 


| Docket No. 29123; Order 77-3-541 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Order Regarding North and Mid Atlantic 
Passenger Fares 

Adopted by the Civil Aeronautics Board 
at its office in Washington, D.C., on the 
9th day of March 1977. 

Agreements have been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board’s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carriers 
embodied in the resolutions of the Traffic 
Conference* of the International Air 
Transport Association (IATA). The 
agreements adopted at conferences held 
in Miami in Scptembcr/October 1976 and 
In Geneva In December 1976. would es¬ 
tablish air fares over the Mid and North 
Atlantic for the period from April 1, 
1977 through March 31. 1978. The North 
Atlantic-Europe agreement was filed 
with the Board on January 14. 1977. 

The Agreements 

As set forth in more detail in Appen¬ 
dices I and n. fares from New York to 
London would be Increased in varying 
amount* ranging up to 17 percent; and 
fares from Miami to London would be 
increased in amount* ranging up to 25 
percent. Fares from New York to Paris 
would be increased in varying amount* 
up to 19 percent; fares to Rome would 
be increased up to 14 percent. The pres- 


• We would expect any UrifTs filed to Im¬ 
plement the revolution to Indicate that the 
$260 limitation is for Customs purpoeee. 
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ent three-season structure, which has 
been applicable to a number of fares for 
many years, would be revised to a two- 
season structure, with the peak season 
extended by one month. 1 The one excep¬ 
tion to the two-season structure relates 
to the advance-purchase excursion fares 
(APEX), which would be subject to a 
peak-of-peak surcharge of $20 (one¬ 
way) for eastbound travel in July and 
for westbound travel in August. Existing 
weekend surcharges w’ould continue to 
apply, as would various conditions im¬ 
posed on travel at the various discount 
fares, with the exception of APEX and 
group inclusive-tour fares. The carriers 
propose that the advance-purchase re¬ 
quirement of the APEX fare for U.S.- 
orlginating traffic be reduced from the 
present 60 days to 45 days prior to travel. 
In addition, effective October 1. 1977, 
the present 22-45-day length-of-stay re¬ 
quirement would be extended to 14-45 
days. As for the group Inclusive-tour 
fares, the carriers propose that their 
availability be extended by reducing the 
minimum group size from 10 or more 
passengers to groups of five or more. 
Pares over the Mid-Atlantic between San 
Juan. Puerto Rico and Europe would be 
increased in amounts ranging from five 
to nine percent. 

By Order 77-1-11. January 4. 1977, the 
Board directed the three U.8. carriers 
providing North Atlantic passenger air 
service to submit detailed economic Jus¬ 
tification In support of the agreements. 
In addition to the customary economic 
Justification, the Board ordered that they 
specifically address the proposed first- 
class fares which would reflect a very 
high level relative to the proposed nor¬ 
mal economy fares, and to demonstrate 
why approval of first-class fare increases 
la warranted In view of the unresolved 
matter of the excess-baggage charge. 
The carriers were also directed to pro¬ 
vide full economic support for any In¬ 
crease in normal economy fares wiilch, 
the Board has noted, are already exces¬ 
sive in relation to cost and are therefore 
cross-subsidizing low-rated fares at the 
other end of the spectrum: a detailed 
explanation of the proposed change in 
conditions applicable to the APEX fares 
and the proposed reduction in the mini¬ 
mum size of groups eligible for travel on 
the group inclusive-tour fare: and the 
rationale behind the proposed increase In 
Miami fares in light of the earnings po¬ 
sition of National Airlines. Inc. (Na¬ 
tional) . A summary of the carriers' justi¬ 
fications with respect to each of these 
issues is set forth below. 

Carrier Justification 

OVERALL ECONOMIC RESULTS 

The carriers’ present and forecast eco¬ 
nomic results, both with and without the 
proposed increases, are set forth in de¬ 
tail In Appendix HI, with the highlights 
summarized below. 


»Tb© peak scaaon for V .8.-originating 
traffic la presently June through August. The 
agreement contemplate* a peak season run¬ 
ning from May 15 to September 15. 


SCHEDULED FASSEKCER SERVICES 


RATIONAL 

Revenue* 

Expenses 

Operating Profit 
ROI X 1/ 

RFM 1/ 

ASM 3/ 

Passenger Load Factor 


PAH AMERICAN 

Revenue* 

Expanses 

Operating Profit 

ROI X 

RPM 

ASM 

Passenger Load Factor 


TWA 

Revanuea 

Expenses 

Oparatlng Profit 

R01 X 

RFM 

ASM 

Passenger Load Factor 


Year 

Year Endin* Kareh 31. 1978 

Ending 

at present 

at proposed 

9/30/76 

fares 

fares 

$ 19,259 

$ 32,841 

$ 34,478 

16,684 

26,310 

26,310 

2,575 

6,531 

8,179 

5.1 

9.5 

11.6 

316,692 

528,314 

528,314 

542,531 

1,034,613 

1,034,613 

58.4 X 

51.1 X 

51.1 X 

$ 445,696 

$ 513,047 

$ 525,856 

439,366 

404,319 

494,988 

11,330 

18,728 

30,868 

4.5 

5.6 

7.7 

6,059,011 

6,901,600 

6,799,699 

10,777.842 

12,205,500 

12,205,500 

56.2 X 

56.5 X 

55.7 X 

$ 516,830 

$ 557,229 

$ 598,399 

456,131 

543,856 

545,595 

60,699 

33,373 

52,804 

20.0 

11.2 

16.8 

6,919,000 

7,440,000 

7,420,000 

11,760.000 

13,055,000 

13,055,000 

58.8 X 

57.0 X 

56.8 X 


17 Rata of Return on Investment 
27 Revenue psaaenger-mllee 
3/ Available seat-miles 


National notes that, during the strike- 
affected year ending September 30, 1976, 
its earnings were considerably below the 
Board's 12-percent guideline and that, 
even with the proposed increases, it an¬ 
ticipates a return on Investment (ROI) 
of 11.6 percent. National contends that 
ite traffic estimate is based upon a strike- 
adjusted trend line increase and a re¬ 
gaining of market share in the forecast 
period, in addition to normal market 
growth. 

Pan American World Airlines. Inc. 
(Pan American) projects, for the fore¬ 
cast year ending March 31, 1978, an Im¬ 
provement In Its return on investment 
from 4.48 percent to 5.57 percent under 
present fares, and to 7.73 percent under 
the proposed fares. The latter projection 
reflects some traffic loss resulting from 
its application of a factor for the price 
elasticity of demand which it alleges 
would result from the fare increases. The 
carrier projects a slight improvement in 
passenger load factor, from 56.2 to 56.5 
percent with continuation of present 
fare levels, and a decline to 55.7 percent 
under the proposed fares. 

In recognition of its historical ROI of 
20.0 percent. Trans World Airlines. Inc. 
(TWA) points out that consideration 
must be given to the composition of its 
current fleet in terms of age and owner¬ 
ship versus lease, bearing in mind the 


impending need to replace aircraft and 
the large capital requirement this will en¬ 
tail. TWA notes that Its B-707 aircraft 
average 11 years in age and are becoming 
relatively uneconomic operationally, and 
increasingly so, due to their relatively 
high cost per available scat-mile, their 
lower fuel efficiency, and the increasing 
cost of their maintenance. TWA also 
notes that a very high portion of its fleet 
operated in international service is 
leased, that its recent success in trans¬ 
atlantic service follows a period of losses 
and a totally unsatisfactory ROI. and 
that no fair and reasonable ROI guide¬ 
line has been determined for interna¬ 
tional service. TWA alleges that use of 
the 12-percent domestic ROI standard 
for evaluation of international service 
is not economically sound as a ratemak¬ 
ing approach. 

All three carriers allege that the pro¬ 
posed package, aside from the increased 
revenue which it would produce, conv- 
ports with the Board’s views toward 
simplification of the fare structure by 
generally reducing the present three- 
season structure too tw'o-season Atruc- 
ture. All also contend that the Increase?. 
In operating expenses projected for the 
forecast period reflect increases actually 
contracted for. However, TWA has an¬ 
ticipated expenses for aircraft fuel to re¬ 
flect the impact of OPEC’s assumed price 
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increases. Pan American's projection, on 
the other hand, assumes price levels os 
of December 1976* 

FIRST-CLASS FARES 

Nutional contends that the Board's 
concern with the inter-relationship be¬ 
tween an increase In first-class fares and 
the yet-to-be-resolved excess-baggage 
charge is unwarranted. It argues that 
the U.S.-flag carriers have compiled 
with the Board's Order. Order 76-6-72, 
on excess-baggage charges, and that the 
nrst-class passenger is receiving a value 
of service far in excess of that provided 
an economy-class passenger, with meal 
costs alone almost four times In excess 
of those for economy-fare passengers. 

Pan American states that the cost 
ratio between first-class and economy 
service, based on the average area avail¬ 
able per seat, is 2.10, and that the food 
and beverage relationship per passenger 
is about five times greater in first-class 
than in economy-class service. Pan 
American also calls attention to a re¬ 
cently-agreed IATA resolution prohibit¬ 
ing the use of any increased first-class 
fare in connection with determining 
excess-baggage charges.* Pan American 
further states that each of the U.S. car¬ 
riers has revised its tariffs so that excess- 
baggage charges are no longer pre¬ 
dicated upon first-class fares. The fact 
that some foreign carriers have not 
similarly adjusted their charges simply 
demonstrates the Board's inability to 
deal with the matter on a diplomatic 
in ter-governmental basis. According to 
Pan American this shortcoming should 
not be used as a basis for penalizing the 
U S carriers by foreclosing an increase 
in first-class fares, particularly when 
they have complied to the best of their 
ability. 

TWA states that cost allocation based 
on floor space devoted to the first-class 
and economy sections produces a first- 
class economy cost ratio of 2.18. This 
compares with a first-class/normal 
economy fare ratio of 1.87 for the year 
ended September 1976, and of 1.04 for 
the year beginning April 1977. under the 
proposed fares. In this connection. TWA 
also cites Order 76-10-108. October 15. 
1^76: 

The Board has hl*ior trail y left the pricing 
of this first class service to the Judgment of 
ibe <wrrlem as to what the traffic will bear. 

M oA.»Knljdng that, aa a practical matter, the 
fare ievel does not cover total economic coal . 

With reference to the question of 
excess-baggage charges. TWA states that 
this is a highly complicated and con¬ 
troversial issue which it has been making 
A concerted effort to resolve within 
IATA. Like Pan American. TWA cites the 
agreemept reached by IATA on January 
21. 1977 In Geneva, which provides that 
the first-class fares proposed for April 1. 
W7 shall not be used as a basis for 


* A mail vote la presently being circulated 
with In IATA which would increase passenger 
fare* worldwide beenm»o of Increased fuel 

prices. 

4 Agreement C A B. 26424 wo* filed Febru¬ 
ary 4 1077. 


assessing excess-baggage charges on any 
routes to/from the United States. TWA 
holds the view that the proposed in¬ 
crease in first-class fares in Justifiable 
and should not be Jeopardized by a con¬ 
troversy not of its making. 

NORMAL ECONOMY FARES 

In response to the Board's specific re¬ 
quest for full economic support for any 
change in normal economy fares, Na¬ 
tional merely states that the fares were 
increased with much reluctance on the 
part of some carriers in view of the 
Board's known opinion. However, the 
negotiating process inherent in the IATA 
mechanism necessitated a small increase 
if agreement among all carriers was to 
be attained. 

Pan American points out that discus¬ 
sion at the conference on this matter was 
very strained. Many of the foreign car¬ 
riers are alleged to have held that they 
would not be dictated to by the Board 
and that. If every carrier was in need of 
additional revenue. It should come from 
all types of fares. Pan American has pro¬ 
vided its methodology for assigning pas¬ 
senger and baggage costs between 
normal and promotional-fare traffic, 
using “weightings” intended to reflect 
the varying restrictions and/or condi¬ 
tions under which space is available, as 
well as the added privileges/amenities 
(e.g. stopovers) permitted certain pas¬ 
senger categories. These weightings for 
allocation of total costs are 2.00 for first- 
class travel, 1.00 for normal economy- 
fare travel, 0.75 for excursion-fare 
traffic, and 0.50 for all other fare cate¬ 
gories. Pan American contends that this 
Is a reasonable approach to evaluation 
of the fares under review, although it 
Admittedly embodies an element of 
Judgment. 

Excluding their espoused approach. 
Pan American alleges that, based on its 
overall average cost. Us average yield of 
7.77 cents is reasonably related to cost 
plus a return element designed to pro¬ 
duce a 12-percent ROI after taxes. The 
yield of 7.77 cents represents a compo¬ 
site of 7.63 cents for Europe/Middle East 
service and 9.33 cents for its service to 
Africa. The differential between its Afri¬ 
ca and Europe/Middle East yields Is al¬ 
legedly justified by the higher unit cost 
sustained by operation of B-707 equip¬ 
ment which Is used in African services, 
compared with the predominantly B-747 
services provided to the Europe/Middle 
East area. Pan American contends that 
the seat factor most reasonably related to 
normal-fare traffic, and the one which 
should therefore be applied, is 50 percent. 
Using the revenue-offset method for 
treatment of cargo, the unit cost per 
revenue passenger-mile at a 50 percent 
seat factor is 8.42 cents compared with 
the yield of 7.77 cents at the proposed 
fares, resulting in a shortfall of 7.7 per¬ 
cent. At a 55 percent load factor, overall 
yield would exceed cost by 1.6 percent. 
On this basis, the carrier contends that 
the normal economy fares proposed are 
cost-related and should be approved. 

TWA suggests that a detailed economic 
justification of normal economy fares 


and their proper relationship to promo¬ 
tional fares cannot be accomplished in 
the time-frame available prior to intro¬ 
duction of the April 1977 “package”, and 
must await the detailed Information to 
be furnished in the “Transatlantic Pare 
Investigation.'* Docket 27918. TWA con¬ 
tends that the modest increases In the 
interim <the first in 2 l 2 years) will In no 
way upset the basic balance among the 
various fares, and that the differential 
between normal economy fares and pro¬ 
motional fares will be further reduced If 
the “package” is approved. 

APEX FARES 

All three carriers allege that the re¬ 
laxed conditions applicable to travel on 
the APEX fare are warranted by the 
amalgamation of the competitive prob¬ 
lems caused by corresponding fares avail¬ 
able from Canada and by charters, 
particularly in view of the recent Intro¬ 
duction of liberalized ABC charter rules 
for travel originating in the United 
8tates. TWA states that the proposed 
changes will more firmly establish the 
APEX fare as the primary promotional 
fare on the Atlantic, and will assist the 
industry hi achieving a more economic 
operation. 

GROUP INCLUSIVE-TOUR FARES 

All three carriers contend that the re¬ 
duction from 10 to five passengers in the 
minimum group size represents progress 
toward an individual inclusive-tour fare, 
which has been sought by some carriers 
for some time. Pan American states that, 
in the absence of any total restructuring, 
the issue became difficult to resolve, since 
an individual inclusive-tour fare should 
significantly exceed the level of a similar 
fare for group travel in order not to un¬ 
dercut other elements of the structure. 
The scale of the Increase necessary, how¬ 
ever, was not acceptable to many car¬ 
riers. TWA states that the proposed 
change would give it greater flexibility 
in routing and consolidating tour groups, 
noting that it has frequently been forced 
to route passengers through the New 
York gateway because 10 passengers 
could not be consolidated at smaller cities 
on a given day. Approval of a reduced 
group size will smooth out the movement 
of groups over more flights and thereby 
reduce the load factor peaking that fre¬ 
quently occurs at the present time. 

COMMENTS 

. The National Air Carrier Association 
(NACA) < on behalf of Overseas National 
Airways. Inc., Trans International Air¬ 
lines. Inc., and World Airways. Inr.i 
contends that the fare agreement is ad¬ 
verse to the public interest and should 
not be approved by the Board. At the 
very least, the proposed increase in 
normal economy fares, and the below- 
cost APEX and group inclusive-tour 
fares, should be disapproved. 

•NACA notes that, despite many and 
repeated comments by the Board, the 
agreement proposes no reduction in the 
number of discount-fare categories, and 
that the undue spread between above- 
cost normal economy fares and be low - 
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cost discount fares at the lowest end of 
the spectrum has not been substantially 
reduced- As a result, normal economy 
passengers would continue to be unfair¬ 
ly burdened by being asked to cross-sub¬ 
sidize discount-fare travel, and would 
often pay fares which exceed fully-allo¬ 
cated cost by os much as 50 percent. Con¬ 
versely, the level of the charter-competi¬ 
tive discount fares would continue to be 
far below cost, and would unfairly in¬ 
jure the supplemental carriers which 
must base their fares on fully-allocated 
cost If they arc to survive. 

NACA points out that, as a consc- 
Quence of the court action which pre¬ 
cluded a reversion to previous winter- 
season fores upon the Board's disap¬ 
proval of those fares proposed for the 
1976/1977 winter season, the carriers 
have reaped a windfall To raise econ¬ 
omy-class fares still further would 
clearly be at odds with the Board's deter¬ 
mination to maintain a lid on normal 
economy fares—a determination which 
it contends is still valid. NACA also con¬ 
tends that, despite the Board's past ad¬ 
monishment that the economics of full 
planeload charters simply cannot be 
equated with those of scheduled service, 
the APEX and OIT fares continue to be 
set at levels far below cost, with only 
small increases proposed which are 
barely sufficient to keep pace with in¬ 
creased operating costs. Finally, NACA 
states that the proposed liberalized con¬ 
ditions applicable to travel on the APEX 
and GIT fares would broaden their avail¬ 
ability and have an increasingly adverse 
impact on the charter carriers in view of 
the steadily declining transatlantic mar¬ 
ket and poor overall financial results of 
the Industry. 

Donald L. Pevsner. Esquire, lias filed 
comments in which he objects to the 
proposed expansion of the peak-season 
period, citing the fact that the recent 
court action has already created a two- 
season structure and that, consequently, 
winter-season fares no longer exist. Any 
attempt to expand application of the 
liighest-scason fare level must not be 
tolerated; nor can the proposed exten¬ 
sions or May lb-31 and September 1-15 
be construed as a reasonable definition 
of the peak period. Mr. Pevsner contends 
that the proposed increase in the 22/45 
day excursion fare is excessive, unjust 
and unreasonable; that the "peak-of - 
peak" surcharge proposed for the APEX 
fare Is not required in view of the pro¬ 
posed increase in the peak-season fare, 
which should be considered ample; that 
no increase should be permitted in the 
Mlaml-London market since National's 
return on investment is already exces¬ 
sive; and that the proposed Increase in 
first-class fares should bo disapproved 
because of their relationship to the 
excess-baggage charge impasse. 

REPLY COMMENTS 

NACA. in its response to the justifica¬ 
tions of Pan American and TWA. main¬ 
tains that the proposed normal economy 
fares are excessive in relation to cost, 
while the APEX and OIT fares are below 


cost and would have a singifleant ad¬ 
verse impact upon charter services. 

NACA alleges that Pan American's 
forecast yield for normal economy-class 
service—7.63 cents for UB.-Europe/ 
Middle East service—is subject to ques¬ 
tion considering TWA's forecast of 8.81 
cents for the same traffic. NACA further 
questions the veracity of Pan American's 
forecast by referring to the carrier's 
earlier Justification in support of pro¬ 
posed 1976-77 winter fares which, albeit 
involving lower fares than proposed 
herein, assumed a yield of 8.30 cents. 
Pan American, NACA contends, has 
failed to explain the substantial decrease 
In Us economy-fare yield In the face of 
the higher fares here proposed. NACA 
alleges that Pan American's forecast 
yield from normal economy fares to much 
too low and that its yield (as well os 
TWA's) would actually far exceed the 
cost of providing this ser vice. 

With respect to the APEX and GIT 
fares. NACA alleges that they arc sub¬ 
stantially below Pan American's fore¬ 
cast cost of service, and fall to provide 
an adequate differential over charter 
fares. NACA cites a recent survey of 
APEX passengers (U.S. residents), con¬ 
ducted by IATA and the European Travel 
Commission, which shows that 23 percent 
of the APEX passengers would have 
traveled by charter If that fare had not 
been available. It to evident. NACA con¬ 
cludes. that a relaxation of the existing 
APEX rules would Increase the impact 
on charters beyond than that reflected 
in the survey. 

Pan American, in its response to 
NACA. maintains that the proposed nor¬ 
ma! economy fares are not above cost 
and that the proposed fare structure 
does not provide the scheduled-service 
carriers with excessive revenues, that the 
level of the APEX and GIT fares pro¬ 
vides a reasonable differential over char¬ 
ter rates and thus does not adversely 
affect the supplemental carriers; and 
finally that TWA's forecast of its oper¬ 
ating results under the proposed fare 
structure appears to understate costs 
significantly and mask an increasingly 
dangerous condition created by the 
Board's treatment of investment for 
ratemaking purposes. 

Pan American states that NACA's 
allegation that normal economy fares 
are excessive and above costs rests on a 
comparison of undiluted fares per-mile 
versus costs, which is not a proper basis 
for demonstrating the relationship. A 
proper determination. Pan American 
contends, must be made In terms of yield, 
the revenue received by the carrier, not 
in terms of fores as set forth in the tariff. 
Pan American alleges that its normal 
economy-fare yield under the proposed 
fares will be 7.63 cent*, which to 102.1 
percent of the cost per revenue passen¬ 
ger-mile of 7.47 cited in the IATA 1976 
Cost Committee Report. Further, Pan 
American alleges that the proposed In¬ 
creases in normal economy fares are 
miniscule and do not begin to offset the 
impact of Inflation; that grant of all in¬ 
creases proposed would still provide the 


three carriers with less than a 12-per- 
cent ROI; and that It Is equitable that 
the carriers* need for additional revenue 
be spread among all categories of traf¬ 
fic. It to pointed out that most of the 
needed additional revenue has been met 
by relatively larger increases in the 
level of promotional fares, consistent 
with the Board's objective of reducing 
the spread between promotional fares 
and normal economy fares. 

With reference to the level of the 
APEX and GIT fares. Pan American 
alleges that price differentials between 
charter services and the proposed APEX 
fares range from $50 to *140. more than 
enough to attract traffic away from 
schedule service to charter transporta¬ 
tion. Pan American further alleges that, 
despite NACA's contentions to the con¬ 
trary. traffic carried by the supple¬ 
mental carriers has Increased at a far 
more rapid rate than that carried on 
scheduled services, and that the sup¬ 
plemental carriers have not demon¬ 
strated injury to themselves as a result 
of the level of promotional fares on 
scheduled service. The fact that the sup¬ 
plemental carriers have shown a decline 
in operating profits and continuing 
losses in the face of large growth in traf¬ 
fic Uhistrates. according to Pan Amer¬ 
ican. that they have continued to engage 
in selling their services below cost. 

Pan American expresses serious con¬ 
cern that carrier costs, in the case of 
both TWA and National, have been seri¬ 
ously understated and that even larger 
increases are warranted. Its concern 
with understatement of costs was first 
raised by the substantial difference In 
TWA's Atlantic versus domestic operat¬ 
ing results. On the basis of Pan Ameri¬ 
can's evaluation, it to not reasonable that 
TWA's Atlantic coats should decline 1.5 
percent while the total volume of its 
Attantic operation Increases and partic¬ 
ularly when Its total domestic costs in¬ 
crease 10.1 percent as a result of a simi¬ 
lar increase in the volume of the 
domestic service. Pan American allege* 
that this, in itself, suggests on improper 
allocation of costs between its Atlantic 
and domestic operations. An examlm- 
tlon of TWA’s various elements of cost 
(such as flight-crew costs, flight-equip¬ 
ment maintenance, passenger service, 
aircraft and traffic servicing, and gen¬ 
eral and administrative expenses ) indi¬ 
cates that less than a fair share has been 
allocated by TWA to tta Atlantic serv¬ 
ices. For example. Pan American states 
there can be no reasonable explanation 
for an Increase of 64 percent (1976 over 
1975) in TWA's domestic B-747 flight- 
crew costs, while its Atlantic B-747 
flight-crew costs Increased by only nine 
percent. Pan American further suggest/* 
that National likewise has understated 
its costs. 

Lastly. Pan American alleges that the 
Board's measure of the carriers' revenue 
need—return on investment—has be¬ 
come meaningless in the face of current 
inflation, and cannot be relied upon in 
assessing the reasonableness of pro¬ 
posed fares. Under normal circum¬ 
stances. real value and market value, as 
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well as original acquisition cost and re* * 
placement cost, are sufficiently similar 
to avert major distortions. By setting 
aside an amount equivalent to annual 
depreciation, a carrier should approxi¬ 
mate replacement assets at the end of 
the aircraft’s useful life. The situation. 
Pan American contends, is radically dif¬ 
ferent In times of rapid inflation, since 
Uie real worth of aging Assets does not 
increase unless measured, as It is, in 
terms of inflated dollars. Given the long 
life of aircraft, replacement cost at the 
recent rate of inflation could be two to 
three times the initial acquisition cost. 
This means that. If a 12-precent HOI 
enables a carrier to replace assets at the 
end of their useful life in times of stable 
prices, the same 12 percent covers only 
a fraction of the returned assets in Infla¬ 
tionary times. The Board's ratemaking 
policy ensures that the carriers will be 
unable to replace aircraft and. accord¬ 
ingly, measuring revenue need on this 
tnuiition&l basis, which involves an 
ever-shrinking Investment base with no 
allowance for the impact of Inflation. Is 
unrealistic and damaging to the in¬ 
dustry. 

British Airways (BA) argues that the 
pending agreement is an historic agree¬ 
ment providing an opportunity for an 
historic upturn in the fortunes of North 
Atlantic civil aviation. It 1$ the first 
limited agreement, reached under new 
Traffic Conference procedures, which 
permits a sensible agreement to be 
reached in good times for fares between 
tho United States and most European 
countries. As a result, for the first time 
tn many years, agreement has been 
reached in sufficient time to allow or¬ 
derly marketing of and preparation for 
April 1 effectiveness, and prompt regu¬ 
latory approval should be forthcoming. 

Tn addressing the various concerns ex¬ 
pressed by the Board in its procedural 
order, British Airways alleges that there 
1$ no cross-subsidization among the 
various fares available In economy-class 
service and, specifically, that the normal 
economy fare is not subsidizing lower- 
rated fares. In asserting this conclusion. 
British Airways cites differences between 
"controlled fares” and “uncontrolled 
fares”, the former being the APEX and 
OIT fares which produce higher load 
factors because they are "controlled by" 
stringent conditions, while the "uncon¬ 
trolled" fares normal economy fares 
and excursion fares, the former with 
unlimited stopovers) result in somewhat 
lower load factors. 

As for first-class fares, British Airways 
contends that they should be evaluated 
on their own merits, since excess-baggage 
charges are no longer pegged to the pro¬ 
posed first-class fare level. As demon¬ 
strated by the U,8.-flag carriers, first- 
class fares are Indisputably cost justified. 

Finally, with reference to the proposed 
Miami fares. British Airways suggests 
that isolation of Miami from all other 
North Atlantic gateways for ratemaking 
purposes Is economically unsound and 
fundamentally destructive of interna¬ 
tional accord on fares. This Is so whether 
or not such Isolated consideration pro¬ 


duces higher or lower fares at Miami In 
relation to other transatlantic gateways. 
In support of this conclusion, British 
Airways states that the Board has not 
similarly isolated any other North At¬ 
lantic city-pair route. To the contrary, 
the Board has traditionally combined the 
operating results of the principal U.S.- 
flog carriers to test the overall economic 
impact of a fare package. Isolated treat¬ 
ment of Miami fares, in consideration of 
the earnings position of National alone, 
risks destruction of an Internationally 
agreed North Atlantic fare structure 
based upon transitory conditions, or even 
eccentricities in reporting by a single 
carrier which lacks substantial transat¬ 
lantic operations. British Airways alleges 
that this is neither sound nor even con- 
ssitent policy, and that the Board cannot 
reasonably expect its International ac¬ 
ceptance. 

National's recently reported interna¬ 
tional results ore atypical at this time by 
reason of transitory conditions, and in¬ 
fluenced by the fact that Its DC-10 
operation is optimum for the current size 
of the market. On the other hand, when 
National finds It necessary to add capac¬ 
ity, there will be a shift in its economic 
results. Consequently, it is manifestly 
unreasonable to peg the North Atlantic 
fare structure to such transitory shifts In 
the fortunes of any one carrier. In addi¬ 
tion, British Airways raises the question 
as to whether reporting eccentricities 
may affect the carrier's results; that 
there is some room for reasonable dif¬ 
ference of opinion regarding all cost Al¬ 
locations; and that It is unreasonable 
that the entire North Atlantic fare struc¬ 
ture should hinge upon National's un¬ 
tested allocations from the pool of its 
largely domestic costs to its relative small 
transatlantic service. 

In addition to the above, British Air¬ 
ways Is critical of the Board s treatment 
of elasticity, the Board's refusal to con¬ 
sider the effects of Inflationary cost In¬ 
creases not now mandated by firm con¬ 
tracts; and the lack of a standard return 
on Investment for international services. 
Lastly, British Airways notes that, de¬ 
spite the fact that new free baggage 
provisions and excess-baggage charges 
will shortly be filed by a U.S, carrier 
which would largely eliminate excess- 
baggage revenues, all three U.8. carriers 
have continued to forecast unchanged 
revenue from this source.* 

Contemporary Tours, a Division of 
Travel Center of Manha&set. Inc., has 
formally commented in opposition to the 
proposed changes in the %-day group 
inclusive-tour fare.* Contemporary Tours 
alleges that it specializes in the handling 
of student and senior-citizen tours and 
that a very heavy program is built 
around the Easter vacation period. The 
bulk of its groups, numbering nearly 1.000 
persons, arc scheduled to depart New 
York between April 1 and April 10 


• TWA did In fact alter its forecast to ac¬ 
count for a revision In Ita tariffs 

• A great number of similar complainta 
have been received and placed In the cor¬ 
respondence section of the Docket 


Although It is generally acknowledged 
that, effective April 1 of each year there 
is a possibility of a fare increase, and 
that It allegedly did advise Its clients 
accordingly, the airlines not only propose 
to Increase the fare but change its 
seasonal application as well. As a result, 
an Increased shoulder-season fare would 
apply to what was previously the winter 
season. Approval of the carriers’ agree¬ 
ment could result In increases of as low 
as $60 and as high as $00. Consequently. 
Contemporary Tours alleges that, If ap¬ 
proval is granted. It would be faced with 
the alternative of cither confronting its 
clients with significant increases or can¬ 
celling programs which will no longer be 
tenable under the new fares. 

Findings 

ECONOMIC RESULTS 

In the year ended September 1976, Pan 
American realized an ROI of 4.5 percent, 
contrasting sharply with TWA'a experi¬ 
enced return of 20.0 percent. Both 
carriers experienced comparable traffic 
volume and load factors, although Pan 
American’s unit costs were noticeably 
higher than those of TWA. The primary 
circumstance contributing to this dis¬ 
parity. however, was the fact that Pan 
American's investment base exceeded 
TWA's by more than 50 percent. 

The difference is largely attributable 
to the fact that Pan American owns 
much of Its North Atlantic fleet, whereas 
a large part of TWA’s fleet consisted of 
leased aircraft and that portion owned 
was largely depreciated. 9 However. TWA 
has adjusted its investment base con¬ 
sistent with § 399.43 of the Board's reg¬ 
ulations, to reflect the impact of its 
leased aircraft. We will accept its ad¬ 
justment. notwithstanding the fact that 
TWA contends that this adjustment does 
not adequately compensate for the risk 
and capital cost which would otherwise 
** curred. Nor do we consider convinc¬ 
ing TWA’s argument with respect to its 
owned aircraft. On the one hand, it con¬ 
tends that it must eliminate its relatively 
old B-707 aircraft from its fleet because 
of their high operating cost rerstta newer 
aircraft types. By the some token, the 
carrier argues that its investment base 
is atypically low and its ROI not rep¬ 
resentative since the aircraft are about 
fully-depreciated. Again, these two 
factors wo uld tend to off-set one an¬ 
other. and TWA has made no showing 
that its total economic cost of operation 
is significantly distorted vis-a-vis Pan 
American’s B-747 operation. 

Accordingly, and consistent with the 
Board’s traditional approach in evaluat¬ 
ing the carriers’ revenue need, our dis¬ 
position of the agreement Is based on 
composite results for the North Atlantic 
ratemaking entity. On this basis, the 
historically ROI for Pan American and 
TWA is 10.6 percent, at an experienced 


* Pan American has raised questions aa to 
tha appropriateness of TWA'a allocation of 
system costa to Ita North American service 
which may also contribute to the disparity 
in their respective investment bases, as will 
be discussed subsequently, 
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load factor of 57.6 percent. Although 
falling short of the Boards 12-percent 
guideline, this nevertheless reflects an 
improvement resulting from resumption 
in traffic growth coupled with the bene¬ 
ficial Impact of economy measures which 
have been implemented by both carriers. 
However, it seems apparent that some 
additional revenue is needed if the 
carriers are to have an opportunity to 
achieve a combined ROI of 12 percent. 

Assuming continuation of present 
fares, the two-carrier composite ROI is 
expected to decline to 7.7 percent in the 
forecast period, despite estimates of sig¬ 
nificant traffic growth (14 percent and 
eight percent projected by Pan Ameri¬ 
can and TWA, respectively). It is antic¬ 
ipated that gross revenues will Increase 
by 14 percent for Pan American and 12 
percent for TWA, both assuming a con¬ 
tinuation of load factors at their ap¬ 
proximate historical level. The decline 
in ROI. therefore, stems from projected 
increases in cost—13 percent for Pan 
American and 19 percent for T WA. It 
must be noted, however, that TWA's 
projected cost increase reflects, to a sig¬ 
nificant extent, increases in payroll ex¬ 
pense designed to compensate for the 
freeze on salaries in 1976, a factor not 
present in the case of Pan Americ an, A s 
a result of this "catch up M in cost. TWA 
projects a significant decline in ROI, 
whereas Pan American expects an im¬ 
provement even at status quo fares, 
stemming from a strong traffic rebound. 

Under the proposed "package" the 
carriers anticipate a composite return of 
11.2 percent which, when the impact of 
demand elasticity built in by Pan Amer¬ 
ican is eliminated. Increases to 11.9 per¬ 
cent/ It Is apparent, therefore, that some 
revenue increase is appropriate. How¬ 
ever. this estimated ROI. together with 
the high earnings achieved by TWA In 
the historical period and the Improve¬ 
ment which Pan American itself antic¬ 
ipates even were present fares continued. 
Indicates that an overall increase in the 
magnitude proposed is not necessary to 
achievement of an adequate return on 
Investment. 

As discussed more fully in the follow¬ 
ing sections of this order which deal with 
specific matters raised previously by the 
Board, we are prepared to approve the 
package as proposed with two excep¬ 
tions/ In our opinion. Pan American and 
TWA will realize additional revenue in 
an amount which we have concluded is 
warranted. The first exception is our de¬ 
cision to disapprove the proposed in¬ 
creased In economy-class fares. The sec¬ 
ond is our conclusion that a general in¬ 
crease in fares to/from Miami cannot be 
justified/ 


»Se# Order 77-2-33 (February 4. 1977) for 
a detailed dfecumlon at the Board s approach 
to this Lwue 

•We are disapproving one other aspect of 
the agreement for the reason later dUcuawd. 
However, disapproval of this provision can 
in no way be considered aa materially af¬ 
fecting the basic overall package. See p. 20. 

•A summary of the carrier*’ justifications 
and adjustment* made by the Board la con¬ 
tained in Appendices III and IV. 


National, severely affected by a long 
strike in 1976. earned a substandard re¬ 
turn of 5.1 percent in the historical pe¬ 
riod. However, it projects a substantial 
resurgence in the forecast year, with an 
ROI of 9.5 percent at status quo fares 
and 11.6 percent at those proposed. How¬ 
ever. this projection must be critically 
evaluated in the face of the unaccount¬ 
able fact that it assumes a 51.1 percent 
load factor—compared with experienced 
load factors of 60.1 percent in calendar 
year 1975 and 58.8 percent in the year 
ended September 1976. Since there ap¬ 
pears no reason to anticipate such a pre¬ 
cipitous decline, we have adjusted Na¬ 
tional’s forecast load factor upward to 
the level of its most recent experience. 
This adjustment Increases the carrier’s 
projected ROI to 13.5 percent with con¬ 
tinuation of present fares, and to 15.9 
percent were the proposed Miami fore 
increases to be approved. 

Wc recognize that disapproval of the 
proposed Miami fares will have the tech¬ 
nical effect of retaining the present 
three-season structure from this trans¬ 
atlantic gateway. Wc also recognize that 
differing seasonal fare patterns from the 
various east-coast gateways would cause 
oonfustng and Inequitable fare anoma¬ 
lies. particularly for travel from interior 
points in the United States For this 
reason, the Board is prepared to except, 
effective June 1. 1977. adjustment in 
Miami-London fares to the extent nec¬ 
essary to bring them into a consistent 
structural relationship with other fares 
to Europe which we are herein approv¬ 
ing. This reversion to a two-season 
structure will, of course, provide Na¬ 
tional with some revenue benefit (al¬ 
though we are unable to quantify it on 
the basis of available data), which we 
would not otherwise consider Justified. 
This result, although considered neces¬ 
sary In the particular circumstances, re¬ 
inforces our conclusion that all Increases 
proposed in the level of fares to/from 
Miami must be disapproved. 

British Airways would have us con¬ 
sider National s data in conjunction with 
that provided by Pan American and 
TWA. and treat the three carriers on a 
composite basis. The Board does typi¬ 
cally evaluate the industry’s need on an 
overall entity basis. However, because of 
the similarity of operations provided by 
Pan American and TWA across the 
North Atlantic, it is not feasible to at¬ 
tempt isolation of specific routes for the 
purpose of assessing the reasonableness 
of the overall fare package. National, on 
the other hand, is In a different position, 
being the only Ui>. carrier operating ex¬ 
clusively on a route between Miami and 
London. This being the case, we see no 
reason to require that the public using 
this service pay excessive fares and pro¬ 
vide National with excessive profits, 
merely because other carriers flying dif¬ 
ferent routes across the Atlantic arc In 
need of revenue improvement. To the 
extent that any route can be Isolated in 
order to test the reasonableness of fares 
for that service, the Board will do so.* 

OrOm 76-2-102. February 25. 1975. 
and 75-3 96. Morrh 26. 1975. 


FIRST-CLASS FARES 

All three carriers allege that the pro¬ 
posed increase in first-class fares is rea¬ 
sonable. cost-related, and should be ap¬ 
proved. They also contend that an 
increase in these fares will produce 
needed revenues and should not be de¬ 
nied on the ground that excess-baggage 
charges have In the past been predicated 
upon the first-class fare level. It is 
pointed out that IATA has reached an 
agreement which would prohibit use of 
the proposed first-class fares to compute 
excess-baggage charges, and that the 
U.S. carriers have complied with the 
Board’s order to the best of their ability 
and have filed tariffs for excess baggw 
significantly below the IATA level. In 
addition. TWA cites the fact tliat the 
Board has historically left the pricing 
of first-class service to the Judgment of 
the carriers, based upon their assessment 
of what the traffic will bear. 

In the fall of 1976 (Order 76-10-108. 
October 15.1976). the Board disapproved 
any increase in first-class fares. Tne 
Board was explicit in stating that its ac¬ 
tion was not taken out of a dispute with 
their level per se. Rather, we wore spe¬ 
cific in explaining that our decision 
rested on the fact that, at that time, 
most IATA carriers were continuing to 
use the first-class fare level as the basis 
for determining charges for excess bag¬ 
gage—In direct contravention of the 
Board’s decision in the "Baggage Allow¬ 
ance Tariff Rules In Overseas and For¬ 
eign-Aid Transportation Case”, Docket 
24869. Today, the situation is changed 
All US. IATA carriers now charge the 
rate prescribed by the Board as reason¬ 
able for outbound travel from the United 
States. On the other hand, the extent to 
which they are unable to do likewise for 
inbound travel can only be considered 
a situation beyond their control. In this 
circumstance, and in light of our long- 
held position that carriers should be 
provided maximum flexibility in market¬ 
ing this limited volume of service, ami 
their general need for additional reve¬ 
nues. we will approve the increased first- 
class fares contained in the agreement 

FORMAL ECONOMY FARES 

As might be expected, the one aspec t 
of the proposed package which the Board 
finds itself most unable to accept is the 
proposed increase in normal economy - 
class fares. The Board has. on frequent 
occasions in the recent past, expressed 
the view that normal economy fares have 
have set substantially in excess of the 
cost of providing this service and that, 
as a result, have created a trend which 
permits the offering of fares well below 
cost In an effort to tap the charter 
market. Indeed, our concern has been 
sufficient to prompt the institution of a 
formal proceeding to examine this, 
among other issues, in depth on the basis 
of a fully-developed factual record. 
Pending a full exploration in that pro¬ 
ceeding, we accept for the moment the 
fact that the present highly differenti¬ 
ated structure of fares on the North 


« Order 75 6-42. June 9. 1975. 
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Atlantic makes it difficult IX not Impos¬ 
sible to Insist that normal economy fares 
be pegged to the average cost of provid¬ 
ing economy service. The basic deter¬ 
mination here, therefore, reduces to the 
question of whether or not the proposed 
economy-cla^s fares would so exceed the 
cost of service that approval could not 
be granted. Our evaluation of the data 
provided by the UB. carriers, in conjunc¬ 
tion with that recurrently provided in 
their Form 41 reports, indicates that this 
is. In fact, the case. 

TWA has provided no economic infor¬ 
mation in support of the proposed 
normal economy fares. Indicating only 
that this matter can best be resolved 
in the pending formal investigation. Pan 
American, on the other hand, alleges 
that, at the proposed normal economy 
fares, it would receive a yield of 7.63 
cents per-mile during the forecast pe¬ 
riod. Based on aweighted average normal 
economy fare of $689 (New York’ to 
London), this yield would produce $527 
In reven ue r eflecting a dilution of 24 
percent. TWA, by contrast, anticipates 
a yield of 8.81 cents per-mile. which re¬ 
flects a 12-percent dilution. While Pan 
American's lack of domestic route au¬ 
thority would tend to increase Its reve¬ 
nue dilution, the 24 percent which it 
estimates appears unreasonably high. 
Moreover, the carrier has made no effort 
to explain Its derivation of this figure. 

Pan American's and TWA*s composite 
experience over the North Atlantic In 
calendar year 1976, at a 50 percent pas¬ 
senger load factor, produced a total eco¬ 
nomic cost (including a return element) 
of $433 (roundtrip New York-London) “ 
Accepting the carriers’ composite dilu¬ 
tion In yield of 18 percent, which seems 
to us somewhat excessive, and their com¬ 
posite cost escalation factor of six per¬ 
cent in the forecast period, their com¬ 
bined total economic cost for the fore¬ 
cast year is $560. This comparison ($689, 
the proposed average fare, versus $560, 
the economic fare at a 50 percent load 
factor) reveals a disparity between full 
cost and diluted revenue in excess of 20 
percent and. on this basis, we can only 
conclude that the proposed normal econ¬ 
omy-fare increase would impose an ex¬ 
cessive and unwarranted burden on pas¬ 
sengers traveling at these fares—at least 
until a more exhaustive Inquiry can be 
undertaken in the pending investigation. 

As indicated. Pan American has come 
forward with a new approach which it 
contends should be used in evaluating 
the various fares which together com¬ 
prise North Atlantic economy-class serv¬ 
ice. Essentially, it would assign varying 
weightings*’ to the spectrum of fares, 
determined according to the applicable 
travel conditions and restrictions, and 
what would seem to be a factor to re¬ 
flect differing value of service. The ap¬ 
proach. or more specifically the particu¬ 
lar “weightings” assigned, appears to us 
to be largely arbitrary, arrived at essen- 


u The carriers’ costs were developed ac¬ 
cording to the Board’s Dm methodology, 
wed upon reported data for the year ended 
September 1976, 


tlally on the basis of unsubstantiated 
judgment. Indeed. Pan American itself 
concedes that its approach needs revi¬ 
sion and refinement, although neverthe¬ 
less urging that the general concept 
should not be Ignored. Simply stated, the 
Board Is not prepared, on the basis of the 
analysis so far provided and In light of 
the time constraints involved, to accept 
this approach as a decisional factor in 
disposing of the agreement before us. 
We do not mean by this that it does or 
does not have a practical potential for 
the future. However, that potential, and 
its degree, can be adequately determined 
only after a full oiling in the formal pro¬ 
ceeding now under way. We are of the 
same opinion with respect to BA's pro¬ 
posed distinctive criteria vis-a-vis “con¬ 
trolled” and “uncontrolled” fares. 

CROUP INCLUSIVE-TOUR FARES 

The UB. carriers generally allege that 
an attempt was made to substitute an 
Individual Inclusive-tour fare for the 
present group Inclusive-tour fare, in the 
belief that the former is a more rational 
and effective fare from the standpoint 
of marketing to the public. This Is an 
opinion with which the Board has stated 
general agreement on several occasions, 
although subject to the caveat that the 
fare level should be significantly in¬ 
creased If travel Is to be so liberalized. 
The U.8. carriers contend that it proved 
Impossible to reach agreement on an ap¬ 
propriately Increased fare level, and that 
the proposed reduction from a minimum 
of 10 to five reflects a compromise which 
is allegedly interim in nature between 
the two opposing marketing approaches. 

The Board is not without mixed feel¬ 
ings on this change. We can perceive 
little benefit for the scheduled carriers 
from so reducing an already small-sized 
group requirement, nor do we perceive a 
significant marketing benefit. On the 
other hand. NACA contends that this lib¬ 
eralization of the GIT fare will materi¬ 
ally affect the market for charter serv¬ 
ice. Neither are we persuaded by this 
contention. 

Admittedly, the increase proposed In 
the winter 7/8-day GIT fare (a fare 
which seems to have become entrenched 
in the structure but is. in our opinion, 
unique and atypical of the overall pat¬ 
tern of North Atlantic service) is modest. 
On the other hand, the year-round 
14/21-day OIT fare has been increased 
for peak-season travel by $45 and $48 
(New York to London and Rome, re¬ 
spectively). a fact which should lessen 
its impact upon charter services—par¬ 
ticularly In light of the liberalized arena 
In which these latter services are now be¬ 
ing provided. It is the Board’s opinion 
that the scheduled-service carriers must 
be held to their primary responsibility 
to provide adequate service at reasonable 
prices for those who must fly. do not al¬ 
ways have the luxury of choosing their 
departure date, and arc more often than 
not unable to meet the conditions re¬ 
quired for travel at the reduced fare. On 
the other hand, we believe it equitable 
that the scheduled-service carriers be 
afforded maximum flexibility to price 


their services at the lower end of the 
fare spectrum, as long as the fare level 
is not patently uneconomic or patently 
designed to inhibit the development of 
charter service. For these reasons, we 
wuli approve the liberalization proposed 
for GIT-farc travel 

APEX FARES 

In seeking to Justify these fares, the 
carriers contend that certain relaxations 
in their applicability are necessary to 
meet competition from ABC charters and 
the super-APEX fares Available from 
Canada. NACA would have us disapprove 
the fare on the ground that the proposed 
level is below cost and predatory In na¬ 
ture. These carriers further contend that 
the proposed liberalization In conditions 
can only exacerbate the problem which 
the supplemental carriers face In remain¬ 
ing competitive, and that the inherent 
economic relationship between charter 
and scheduled service would thus be de¬ 
stroyed. 

The Board has decided to approve the 
APEX fares as proposed. We reach this 
conclusion for essentially those reasons 
discussed above In connection with the 
OIT fares; namely, that we have not been 
convinced by the Information provided 
that these fares, at the materially in¬ 
creased level proposed from the United 
States, are unduly low. given the capacity 
control and other conditions to which 
they are subject. Nor are we persuaded 
that they will unduly affect development 
of the charter market which, as indicated 
by our recent actions In this area. Is one 
of the Board's more Important objectives. 

The carriers propose a general increase 
of approximately seven percent in the 
APEX-fare level, with a further Increase 
for the “peak-of-peak” travel period 
which Is, in fact, quite significant. We 
have undertaken an evaluation of the 
proposed APEX fares In relation to char¬ 
ter prices already published for the 
forthcoming travel season. This evalua¬ 
tion Indicates that a significant differen¬ 
tial will exist between charter prices and 
those for APEX service; the former rang¬ 
ing from $60 to $209 (New York-London/ 
Frankfurt/Parls/Romc) below the pro¬ 
posed APEX-fare level. Wc can only con¬ 
clude that such a range of price Is sig¬ 
nificant and should have little material 
adverse Impact upon charter service, de¬ 
spite some liberalization in the APEX 
rules. 

It should be noted, however, that APEX 
fares to/from Canada have not yet been 
agreed upon, and that their ultimate 
level may for competitive reasons in¬ 
fluence the degree to which the carriers 
can maintain the level to/from the 
United States which we are herein ap¬ 
proving. For tills reason, the IATA agree¬ 
ment would give the carriers carte 
blanche to effectuate a downward revi¬ 
sion in APEX fares between the United 
States and Europe if necessary, in their 
Judgment, to maintain a competitive re¬ 
lationship vis-a-vis fares to/from Can¬ 
ada. The Board is fully aware of the com¬ 
petitive interrelationship betw r een the 
Canadian and United States markets 
and the possibility that APEX fares In 
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the latter may require some future ad¬ 
justment. Nevertheless, we are not con¬ 
vinced that such an adjustment, if proven 
necessary in some degree, should be left 
wholly to the discretion of the carriers. 
It should be noted that Canada-Europe 
APEX fares, though different in level 
from those from the United States, can 
be conditioned so as to limit diversion of 
traffic flow from the United States. Wc 
will expect that to be done. Furthermore, 
any potential diversion will depend, of 
course, on the degree of disparity be¬ 
tween the fares in the two markets. Ac¬ 
cordingly. we will disapprove this provi¬ 
sion of the agreement. 

SEASONAL DIFFERENTIATION 

All of the scheduled carriers contend 
that the move from a three-season to a 
two-season fare structure represents a 
significant step toward the long-sought 
objective of simplification. While pn Its 
face this might see true, the Board does 
not perceive it as a significant step in this 
direction. It is inescapable that “simpli¬ 
fication" of this sort results In a fare in¬ 
crease by eliminating the low winter-sea¬ 
son fares. Those fares have already been 
increased to the previously designated 
“shoulder" period level, and it is now 
proposed that they be further Increased. 
By the same token, extension of the 
peak-season period will also provide 
access to additional revenue. 

A three-season structure was agreed 
upon by the carriers and approved by 
the Board a number of years ago. In an 
effort to resolve the problem of severe 
traffic peaking and to attract discre¬ 
tionary travel away from a very con¬ 
tracted period of travel. From data ac¬ 
cumulated on a recurring basis by IATA 
and furnished to the Board, it would ap¬ 
pear that creation of the so-called 
“shoulder" season has had the effect of 
accomplishing this objective, although 
the shift in travel away from the tradi¬ 
tional peak season has admittedly con¬ 
centrated on the several weeks immedi¬ 
ately preceding and following that pe¬ 
riod. However, this shift in the pattern of 
transatlantic travel, clearly caused by 
the fare differential, does not in our opin¬ 
ion Justify per se a corresponding exten¬ 
sion of the peak season period. 

Nevertheless, while we do not accept 
the carriers* contention that a shift to 
a two-tier seasonal structure accom¬ 
plishes significant simplification of the 
(are structure, we will approve this as¬ 
pect of the agreement. Our approval is 
premised essentially upon the belief that 
this change represents a marketing judg¬ 
ment more properly left to the discretion 
of carrier managements, and the fact 
that it will contribute in some degree to 
additional revenue for the industry 
which we have concluded is warranted. 

By eliminating the customary lower 
fares for the "winter-season** in 1977^78 
and extending "peak period*’ (with Its 
higher fares*, the carriers will achieve 


an increase in normal economy fares 
over the total year period notwithstand¬ 
ing the Board's frequent admonition 
that these fares are already unjustifiably 
in excess of costs plus return and not¬ 
withstanding the Board’s disapproval of 
the proposed increase in normal economy 
fares. However, there Is no practical 
way, In our Judgment, of forcing the in¬ 
ternational carriers at this date to re¬ 
instate the winter period fares over their 
agreement < and that of the governments 
which have approved this package > not 
to do so without a prolonged series of in¬ 
dividual tariff suspensions. Such a course 
of action is undesirable because it would 
at a minimum exacerbate international 
aviation relationships and lead to pro¬ 
longed and wiiolly undesirable uncertain¬ 
ties a* to the air fares during the year 
ahead. 

However, there remains the fact that 
implementation of this seasonal read¬ 
justment on April 1. as proposed, may 
have a significant impact upon passen¬ 
gers who have already booked for %-day 
CUT travel in April at the lower fare level 
now in effect, as well as upon bookings 
at other fares for the period between 
May 15 and May 30. which Is currently 
designated as the “shoulder” period. 
While fare increases may generally be 
expected at this time of year and travel 
plans made in this light, potential trav¬ 
elers do not anticipate the double impact 
which stems from redesignation of sea¬ 
sonal periods Accordingly, the Board 
will approve the seasonal redesignation 
effective June 1. 1977, so as to protect 
those travel plans which have already 
been firmed-up for this spring. 

SUMMARY 

Our disposition of the North Atlantic 
agreements before us reflects the Board’s 
fundamental rate-making philosophy 
that “on-demand” travelers should not 
be required to pay a fare set at a level 
substantially above the economic cost 
of providing such a service, and so set 
to provide the scheduled carriers a 
means of competing with charter service 
by offering fares which are manifestly 
below' the cost of their service. 1 * Equally, 
it reflects the Board’s disposition to pro¬ 
vide carriers the maximum opportunity 
to experiment with fares on scheduled 
service in an effor to maintain a reason¬ 
able competitive posture in relation to 
growing charter activity. We rely upon 
the carriers’ managerial judgment in this 
regard, unless the fare level proposed Is 
patently uneconomic and approaches 
what might be termed a predatory range. 
We ax*e also, as indicated earlier, dis¬ 
posed to rely upon the carriers’ judgment 
insofar as changing travel patterns indi¬ 
cate on alteration in seasonal structure. 
I is against this basic approach, that we 


»ThaM consideration* are not raised by 
the Mid-Atlantic agreement which will ac¬ 
cordingly he approved. 


have reached our decision with respci t 
to the overall IATA-fare package.' 

One other matter of a general and 
longer-term nature has been raised b.v 
Pan American and deserves comment 
Pan American questions various aspects 
of TWA’s allocation of cost to Its North 
Atlantic services. There may. indeed, be a 
valid explanation of these apparent 
anomalies. However. TWA has not seen 
fit to respond to Pan American’s allega¬ 
tions. although we must concede that the 
time-frame established with yes peel to 
the agreement before us <Order 77—1—11 1 
would have made it difficult for the car¬ 
rier to do so with any degree of fullness 
However, our evaluation of the data pro¬ 
vided does raise a number of significant 
questions which require an answer. For 
example. TWA’s data for the 12-month 
period ending September 1976 (com¬ 
pared with calendar year 1975* reflect an 
Increase in flight-equipment mainte¬ 
nance per block-hour of 95 percent in its 
B-747 domestic operations, compared 
with only one percent in its international 
operations. In addition. TWA’s alleged 
food expenses in domestic service exceed 
by 45 percent those claimed in its inter¬ 
national service. We intend to pursue the 
nnswer to these and other questions re¬ 
lating to cost allocation promptly. Never¬ 
theless, this particular issued would not. 
in our opinion, alter in any w*ay our dis¬ 
position of the agreements before us. 

Finally, Pan American again argues 
that the Board’s 12-percent ROI guide¬ 
line is not only inappropriate in evaluat¬ 
ing international versus domestic serv¬ 
ice, but also loses its validity in the con¬ 
text of an inflationary economy. The 
short fact of the matter is that the Board 
continues to be of the opinion that a pol¬ 
icy which provides carriers with the op¬ 
portunity to earn a 12-percent return on 
their investment is adequate to provide 
them a reasonable opportunity to obtain 
new equity and debt capital. 

The Board, acting pursuant to sections 
102. 204<a>. and 412 of the Act. makes 
the following findings: 

1. It is not found that the following 
resolutions, set forth in the agreements 
indicated, are adverse to the public inter¬ 
est or in violation of the Act: Provid' d. 
That approval is subject, w r here applica¬ 
ble. to conditions previously Imposed hy 
the Board: 


" We except our disposition of Miami fares 
from this statement for the reason** hereto¬ 
fore discussed. 

'•With the exception of fares to/from 
Miami And the proposed general Increase iu 
norma) economy fores we are approving the 
Agreements In oil respects. Our evaluation of 
Pan American's operations over the North At¬ 
lantic with B-747 aircraft, the prevalent air¬ 
craft used by this carrior. indicate* that Us 
costa are significantly leas than those in¬ 
curred by TWA Accordingly, to the extent 
that questions relating to TWA** allocation 
of various costs are raised, tholr resolution 
would not alter our decision to disapprove 
normal economy fares 
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AtfTMRICttt 

lATA 

CAB 

Na 

362»: 


R-l.. 

001b 

R-2.. 

001* 

K-a. 

UOlr 

Jt-4. 

oois 

R-5. 

0011 

R-6. 


R-7_. 

R-S. 


R-4». 

00611 

R-12._ 

064b 

R-1A. 

064b 

R-14* . 

070(1 

R-20. 

076n 

R-2I.. . M 

060c« 

R-2J _ 

(*4f 

M3H2: 


R-l.._ 

LAI 


001b 

K-3. 

OOldd 

R-4.._ 

ore 

R-4- 

014a 

R-6- 

013 

R-?. 

ocag 


Tttfa 


Application 


001b Mid-Atlantic Special F.ffcctlvcnes* Resolution iTio-to)JT12. Mid-Atlantir-KurofW 


Kporiiil K«r«|» far JT12>Y2S (Mid-Atlantic) Agrvrmtnt (New). 
Special KffevlhnanNU R**ohilk>c\ (New)......__ 

Mid-Atlantic Fractal Adiurtmrtit Resolution (New)_...... 

Mid-Atlantic Ktoape Cur Normal and Special Kona. 

S|*cml Mi< I-At hint ir Escape Resolution . . 

Standard RrtrulfctatMMi lleaulijthia... 


JT12, Mid-Atlantic. 
jtw/jtudi. Mid* Atlantia 
JT13, Mld-Ailanti^Karope/ 
Ml Idle East. 
mi^Mld-Atlantlc. 

Do, 

ITU. Mid A»Untie-Europe/ 
MvMk East. 

JTltBL Mld-Atlnniic. 

JT12. Mid Atlantic. 

Do. 

Da 

Do. 

Do. 


203M 
R-I. 
R-2. 
R-3. 
R-4. 
R-A. 
R-4. 
R-7. 

R-6. 


001b 


..... 001m 

- oca 

_ 014a 

_ OW 

- 022k 


R-l.. 

R-t.. 

R-d.. 

1W.« 

R-4... 

K-4^ 

B-7... 


CMC North 


001b 

OOldd 

(Mil** 

ona 

014a 

Old 

Q22g 


OenenU Inrrvaar* in Fawnyer Fun* (New) . 

Mid-Atlantic First-Tinas Pam*... 

MJd-Atlanlir Economy Glass Fores_____ 

Mid-Atlantic 14- to 43-Day Eicmkm Ytv* i KevnUdatlog and 

Mid-Atlantic Affinity Group bulk Travel Frtras—San Juim- 
Fortuiral/Hpsln (Remitdating and Amending). 

Delayed Effectiveness Inclusive Tours From Federal RcpuK 
be o t Germany and Wes* llorlin to Paints in TCI vis tha 
Mid-Alla it tic (New). 

Mid-Atlantic 10- to 2t-Day Group Inclusive Tour Faria to Da 
TCI < Revalidating ami Amending). 

North Atlantic Limited Agreement U.8.A.-Europe (New). JT12, North Atlantic. 

North Atlantic 8pcdaJ Effort! wore* KrjoluUnu (Tie-in)-_ JTIJ. North Atlantic* 

E-uroiw. 

North Allan tin Escape lor Normal and Special Fare*.._ I)a 

Special RcodotiUon Itoaohltioa.—_____ Da 

Construction Itutr far IWrarar Kira__ Da 

North Atlantic Proportional Korea North American.. Da 

JTI2/JTV3 (North Atlantic) Adjustment Fnrton for Saha o( Do. 

Passenger Air Transportation (Now). 

North Atlantic Special F.fTcctivenes* Resolution (Tie-in).„ JTI2, North Atlantic*Africa. 

North Allan tie Escape lor Normal and Special Fare*.___ Da 

Special Kffcctivriwoa Ke§ctutlon . ....... Da 

Standard He validation Restitution___ Da 

Construction Rule lor Passengar Karra____ Da 

North Atlantic Proportional Pares North American. I>o, 

JT1ZJTI2S (North Atlantic) Adjustment Kactors far Saleo of JT12dTl23. North Atlantia 
Passriuvr Air Transportation (Now). Africa, 

orth AUaati ‘ - - 


nU*> Africa Hupervnnlc Parra... ..JTW. North Allan Ho-AMca. 

North Atlantic Special Effectiveness Resolution (Tie-tn)_JT12, North Atlantic-Middle 

East. 

North Atlantic Escape for Normal and Special Fares_ Da 

Special KtT<<< Uvensss Keaolunou______ Da 

Special Rr a* font I on Resolution__ Da 

i onstrurUoit Rule far Passenger Ftuas___ Da 

No* th Atlantic Pratwrtiociai Karrs North AuMrtcwi__. Da 

JT12 JT1J3 (North Atlantic) Adjustment Factors far Safas of Do. 

Pnasmpcr Air Transportation (New). 

Fractal Res* 1 option KrsoUiUon---JT1S3, North Atlantic. 

Sleerar Surcharge.. ..JT12. North AtianUa 

JTI5/JT1V8 (North Atlsntir) Adjustment Factors far Bales of JTlA Maxlca I'.S. A.—TCI. 


26419..._001!t 


r TnuvmortAtion t NVw). 
Special Amending Rcaohitlotr— North 


iigrr Air 1 
ending 
(Now). 


Atlantic Limited JTtf, North Atlantic. 


2. It 1 a not found that the following resolutions, set forth in the agreements 
indicated, are adverse to the public interest or in violation of the Act except insofar 
as New York-London fares would be used to construct through fares to and from 
points in Florida, provided that approval is subject, where applicable, to conditions 
previously imposed by the Board and in addition, to the condition stated below: 


Agreement LATA 
CAR Na 


TUfa 


Application 


R-6-. 

UMa 

R-M. 

07Od 

R-ll_ 

onp 

R-I3- 

071 «j 

R-U_ 

076a 

It-14_ 

*,*:< E 

R-l 6_ 

0S4a 

R-14_ 

OWp 

R-17_ 

0641 

R-ltl_ 

Ottff 

R-6_ 

034a 

R-ll__ 

OTtVl 

R-13- 

076e 

R-14. 

076p 

R-16_ 

Qhia 

R-16- 

OMpii 


North Atlantic First Clam Fan*..—___ __.... JT12, North Atlantic- 

Euro Da 

North Atlantic 14- to El-Day and 14- to 4.VDay Ksrunkm Da 

Da 
Da 
Da 
!>a 
Do. 


North Atlantic Advance Purchase Excursion Form...« 
North AI tan tic 22- to 44-Day Ktconfcn Fan**_J 


North Atlantic Affinity Group Fj 
North Allan tic 14-Day Inocsmvo 


_ < 1 roup Far ns.. 

North A lion Uc 21-, and 3U-Day Group Inclusive Tour 
Fares. 

North Atlantic 7* to t-J- to 10-, and 7* to U-Day Group In- 
elusive Tour Fare*— Europe. 

Travel at Group Fares Within Scandinavia _____ 

North AtiantJe Individual Youth Farm.. , 


Do. 

Da 

Da 


North Atlantic First Class Farrs.. ...JT12, North Atlantic-Africa 

North Atlantic 14-to 21-day and 14-to 46-Day Ereunion Fares. iSa 

North Atlantic Affinity Group Fares.—__..._Do. 

North Atlantic 14-Day Incentive Group Faros__ Da 

North Atlantic 31-, 3*-, and 30-Day Group Inclusive Toor Da 
Farrs. 

North Atlantic 4- to 16-Day W’lntrr Group Itvrluaivc Tour Da 
Farso—Africa. 


a 
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Agmnnmt lATA 
CAB No. 


TUI* 


Application 


R-fr. 


R-lft ... 
U-ll ... 


R-12 

R-U . 

UrH 

R-tA 

11-16 

R-17 

R-18. . . 

R-Itt 

IDA) 

U 21 

M2 ... 


R 24 
K-JA 


UMu North Attantti Flrtt Clio* Kmw JTU. North Ailantir Middle 

Kent 

OTOd North Alton tic 14- Wi 21-tl*> ami 14- in t VD> Rtntratoo Karr* !>o 

07m North Atlantic 14- to 2l-D*y XtrtufkM Kara*—Amman. Do. 

mchiimJ. Beirut, Cam*, iHutieeru*, Kuwait. 

N»oo*;u. anil 1 *»Juan. 

07th .... ... ..—...- .. -- l*a. 

«»7|ri N«wt h Atlantic 22- to i r > I**> Kv uraruu Karr* 

0T« North Atlantic Group Farm t*ra*l Do, 

W73e North Atlantic it- !.» it Day flnniji Fair*- laitL Do. 

oTSct North UantH’ti*tu‘JI-l>tt>-Kar**^-Amman, Hafhitait. IB, 

HHrtil. Cairo. Lhuuaa um. Jrruvdrtti, anil Sw**i»». 

OTTW. North Atlantii* Atfliutr < qi.tifi Karm -— f>i* 

tCnii North Atlantic 4 tq a-Day Ivor litre On*J|i F»t»*« ti» !«wrl In* 

OTtip Niirth Atlaiitir 14-1 >a> lurrnmn* Group Kami . Do, 

fiaU North Atlanin 21-. 2S-, anil n|ta> timrip Im'luaun* Tmu lM». 

Karra. 

North Ailantir Winter (tamp ,»»riu-ivr Ttmr Karra ic» l*curl D*, 

OStar North Atlaioi** R inter Group Im liaivr T air Kurv* to Slidell* I** 

Kant. 

fnr»rr North Ailamn- Individual Vmmmi # .u»** JAi. 

OU^ur North Atlantic Group Y«»»li »■*!»#. I .st.A r«rm4 I hi 


Subject to the condUion that proposed changes In the seasonality shall not be¬ 
come effective prior to June 1. 1977. 

3. It is not found that the following lesoiuljo.. set forth in Agreement C.A.B. 
26386 as Indicated, is adverse to the public interest or in violation of the Act except 
Insofar as New York-London fares would be used to construct through fares to and 
from points in Florida, provided that approval is subject to the conditions stated 
below: 


AttrM'incnt I AT A 
CAB Now 


TRW 


2MVS 
K 12 


U7lr North A t tout «* A Irk* Advaor* rnrrlt* Exciuuuti Face* 
(Newt. 


Application 

IT 12. N«ath AtUntW* Atnra. 


4 1 > In the event a passenger discon¬ 
tinues his Journey en route for any rea¬ 
son. the amount of the fare paid may be 
applied as u credit toward the purchase 
of transportation at the applicable fare 
calculated from the original point of 
origin. 

(2) Full refund shall be made in the 
event of death or illness of the passenger 
or of a member of the passenger's imme¬ 
diate family prior to travel. 

(3) In the event that, after issuance of 
the ticket, schedule changes by the car¬ 
rier^) create alterations to the ticketed 


A*rvrm*nt I AT A Tltlr 

CAB No. 


Itinerary which arc not satisfactory to 
the passenger, the passenger will have 
the option either to cancel without in¬ 
curring a penalty or to have his ticket re¬ 
issued w ith the same origin and destina¬ 
tion points, in accordance with the tar¬ 
iffs on file with the Board, without incur¬ 
ring a penalty. 

4. It is not found that the following 
resolution, set forth In Agreement C.A.B. 
262S9, Is adverse to the public interest or 
In violation of the Act except insofar as it 
would apply to fares from Guam 


Appliratnm 


gut: 

R 10 1021* JTI2 JTUS iMUi-AilauUe; A'lJtlPtmmt Factum Uw HaU* ul fflfjJTlg, MUI-AtlanUr. 

Air TrmtaaporiiakNi W* Kxcrpt From Guam. 


5. It is not found that the following resolution, incorporated In Agreement CA.B. 
26259, and which has indirect application In air transportation as defined by the 
Act, is adverse to the public Interest or in violation of the Act: 


A«rormiw»t IATA Title A|»|»Umtl<wi 

CAB No. 


R-15.. 


lOVs Mid Atlantic Kxcsfsfan Far*-* llrtaven Bermuda. Helmut** JTI2, Mid-Atlantic, 
•nd TC*2 { Rrvalldalinf mm I Atnendlu*», 
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6 . It Is found that the following resolutions, set forth in the agreements Indicated, 
are adverse to the public interest or in violation of the Act: 


A *5uT M ‘nI A THI * Application 


2MJJ5-. . . autvv JT12 (North Atlantic) Spedal Escape Revolution (Now). 
- 1 


. rru, North Atlantia 


R-io. 

n u.™ 

R-«.- 


(W2h JT12/3T123 (MM-A1 Untie) AdJnUrorut Factor* for Sale* <J IT12.3T123, Mld-Atkutfe. 
M ri W tn < w g TywMporutkm (N«w)-rfom O—~ 
validating arid Amending 


015 raMciifrr Chart** (Hovalid 
•r>i« North Athuttic Economy Clam Far*f.. 


K 10 .. . i«r»M do... 

R-0. <W4a_do_ 


-JT12, Mid-Atlantic. 

-JT 12 , North Atlantic* 

Kuropr. 

-- ITU. North Atlantic-Africa 

.- JTl* North Allan tlc-Mlddl® 

Kart. 


7. It is found that the following resolutions, set forth in the agreements indicated, 
are adverse to the public interest and in violation of the Act insofar as New York- 
London fares would be used to construct through fores to and from points In 
Florida: 


A*r™roeftt f ATA 


OAH 


No. 


Tllla 


Application 


a ca*> 

R-#. 

Rdd_ 

K-U.™ 

R 12.. 

K-13. 

R 14_ 

R-15. 

R-l«_ 

R-17_ 

R-1®..... 


(tUa North Atlantic Find ('Um Farr* 

tCOd North Atlantic II lo 21-Day and 14- to 43-Dav KvcurMou 

Farta. 

•71p North Atlantic Advance Fundtaar Evcundon Farm 

OTI'I North Atlantic 25- to 45-Dn> Ktiunion Fima.. 

U70* North Atlantic Affinity Group Fare* .._ 

U7<H» North Atlantic M-Duy luceidlve Group Fa*«- 

Atlantic 21.- 26*. and F>-I>ay (limp Indunv** Tour 

t ifPA 

0M|» North Atlantic 7-to A, 7- to UK and 7- to 19-Day Group Inetu- 
» ft Tour Fairv—Kiirofw. 

***% Tmxel ut Group Farm Ml I 111 n Scandtnavla . .... 

lACtr North Alkuitlr Individual Youth Far** _ 


JTIA North 
Enrol-*. 

no. 

iv>. 

IN.. 

Do. 

1 U 

Do. 

Da 

Do. 


Atlantic. 


H I... .. 

R II_ 

R-12.™ 

R U .... 

U 14_ 

R 15- 

R-16. 


JSS 5®^ Atlantic Fim Claw Farm JTI5. North Atlantic-\frfca 

07(Ji North Atlantic lf-to2M>a> and 14- to45-Da> Kmindcm K«n* Do. 

If7lr North Atlantic-Africa Advance I'uirlunr KicuikIum Fari-* 

07^r* North Atlantic Affinity Group Farm. 

North Atlantic 14-Day Incentive Group Farr* 

NmthAUaiitJc 21-. 3H-, and **Da> Group IiuluiUvr Tonr 

<*4pp 

Ku 


ItTtlp 


Farm. 

North Atlantic 4> to 16-Da> Wiiitrt Gmxip tnchuive Tmtr 

J Urita. 


Do. 

Do- 

Do. 

Do. 

Do 


HU 
R 10. 
R 11. 


R-12.. 

R-IJ.. 

R-14.. 

R-15.. 

R-I5.. 

K-I7., 

R-U.. 

R-l*. 

K-30.. 

R-21.. 
R-22.. 
R- • 
R-2B.. 


usia North Atlantic Find flaw Ftvv* 

mi 


orot 


oriq 

0751 

075r 

075rr 

0711c 

07«h 

OTtJfi 


North Atlantic 14- to Jl-Day and 14- to IVDay Kicunton 
Farm. 

N orth At lantic 14- to 2l-l>a> Kvcui*lau Farm-Amman. 
Baghdad, Helmt, Cairo, Danaowu*. Jxumlern, Kuwait, 
Ntcoai*. and Tehran. 

lUeitt-io *5-Day 
"JcGrour ** 


IT 12, North Atlantic MlddU 
Kaat. 

Do. 

Da 


North Atlantich-to2l.f>ayT)rmi|TKjuTO-lfrarl _ 

N 1w» A .!cS»"’ »■**■». 

ccop SSS £1 lwl - 

N^AUanUc 21-, k, and 30-D^ ilnS? 

— OMc North Atlantic Wintry Group Tncludva Tour Fare* to larad_ 

— QMcc.do™.......... 

— North Atlantic Individual Youth Farm.... ..._ ZZZZ 

„ 05C5ot North Atlantic Group Youth Farm r.S A. lirarl_ _ 


I>o. 

I>a 

I>o. 

Do. 

Do. 

Do. 

Do. 

Do. 

Da 

Da 

Do. 

Da 

Da 


8 . It is not found that the following resolutions, set forth in the agreements indi¬ 
cated, affectair transportation within the meaning of the Act: 


Affrwnwml 

CAB 


»2«>: 


IATA 

No. 


Titla 


Application 


R-14. 

WTthr 

R-17. 

07l» 

R-W_ 

071k 

R-W_ 

071a 

R-22_ 

0S3d 

R-24. 

0640 

n-»_ 

064o 

R s*_ 

C6P, 


ITM. Mld-AUssUo 

Mid-Atlantic 2 2- to 90-Day Kicundon Farra-Coloiuhla (Re- 
validattnf and Amandine). 

Mid-Atlantic 73- to 35-Day Eacumion Farm—Central America/ 
l k aihama (New). 

Mid-Atlantic Special Exmruon Far»a— U.K.-Carlhbcan (llc- 
v alldatlnir and Amcudinir). 

Mid-Atlantic 10- to 30-Day Individual Inchmtve Tour Farm- 
Uminanyylldclam Hahatua* < l(cvalidating ami Anicndin*). 

Ild-Atlantic 7- to 30-Day tiroup Inciumrc Tour Farm— 

I iFTniAII V TlltWllim.U aIm ivtaa 1 DavmlisUll.^ A .,.-^ 4. v 


Mid 


im-Aianuc f- io a»>-iiay t.rotip indUAivc Tour Farm— 

Anamdlna) 

Mid-Atlantic Spcdal Group Incluidvc Tour Farm, U.K. to 

UlilM 


—-c Special —, 

(*ar1hbran (Hrvalidating and Anicndirw). 

- 0^1 (inxipiiuludv. Ttur Form, Scat nil uav La Bar Utlon Trinidad; 

Tohago < Bc\alidatiivg and Amending). 


Da 

l>a 

Da 

Da 

Da 

Da 

Da 
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NOTICES 


Akwmffil IATA 
(AH No. 


TtlU 


H 27 OSkjq Mid-Altai tie 10- to *JM)ay Gfocp Indttaim Tour Y*xr* Cuba Do. 

to Eurupnaa Ceuatrim < K«**%bil»un« and Atwnd- 

ln|K 

K >... . (Mrr Mid Altai tic Hpcrdul Group Rctatatkm (RevaBdatlrtf and Do. 

Amending). 

R-2f»_ DMrr Mid Attartlr Mh to BEDey Oroiip Inehasdve Tear Parca tram Do. 

Central America to ^(uia (Bevalidatin* and AmesuHoel. 

082 : 

K-W - COM North Atlantic Individual VoatU Pore* J T12, North Atlantic* 

Korop*. 

ONI: 

R »_ . OWi . do _____ _ m* North Attaitlc-Mlddl# 

K iv2c North AUatiUe Ofoup Youth Parat Catiada.^lrAtoo-lAOrl_ Do. 


Accordingly, it is ordered, that: 

1. Those portions of Agreements 
C.A.B. 26259, C-A B. 26382, C.A-B. 26385, 
C A B. 26386, C A B. 26387, CA.B. 26388, 
C A3. 26389, and CAB. 26419, set forth 
in finding paragraphs 1 and 5 above, be 
and hereby are approved subject, where 
applicable, to conditions previously im¬ 
posed by the Board; 

2. Those portions of Agreements CA B. 
26259. C A B. 26382. C A.B 26385, and 


CA B. 26386. set forth in finding para¬ 
graphs 2. 3 and 4 above be and hereby 
are approved subject to conditions pre¬ 
viously imposed by the Board and in 
addition to the conditions stated therein; 

3. Those portions of Agreements CA-B. 
26259, CA B. 26355. CA.B. 26382. CA.B. 
26385 and C.A.B. 26386 set forth in 
finding paragraphs 6 and 7 above, be and 
hereby are disapproved: 


4. Jurisdiction be and hereby is dis¬ 
claimed with respect to those portions 
of Agreements CA.B. 26259, C.A.B. 26382 
and CA.B. 26386 set forth In finding par¬ 
agraph 8 above; 

5. The carriers are hereby authorized 
to file tariffs implementing the approved 
IATA resolutions on not less than one 
day*s notice for effectiveness not earlier 
than April 1,1977. The authority granted 
in this paragraph expires April 30. 1977; 

6 . Tariffs implementing the approval 
contained in the above finding para¬ 
graphs shall be marked to expire March 
31.1978; and 

7. Copies of this order shall be served 
on all parties to tills proceeding. 

This order will be published in the 

Federal Register. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary. 


Appendix I 


Present versus Pressed K?rth Atlgrtjc Ajg Ffrgs 


Rev York-London Round Trip _ _ KUM-London Rsund Trip 


Preeant Board 

Proposed 


Present Board 

Proposed 

Awroved Fare* 


X Increase 

Lm°ssA Lixsi 

r««. liner, 4t.' 


First Clasa 


41.250 

41.312 

5.0 

$1,350 

$1,412 

4.6 

Economy 

Vinter 

584 (628) 1/ 

646 

10.6 (3.2) 

684 

746 

9.1 


Shoulder 

626 

646 

3.2 

726 

746 

2.8 


Peak, 

764 

774 

1.3 

664 

874 

1.2 

K/21-0ay Excursion 

Basic 

541 

541 

-0- 

579 

606 

4.7 


Peak 

631 

631 

-0- 

664 

696 

4.8 

22/45-Day Excunion 

Vinter 

400 (432) JL/ 

467 

16.8 ( 0.13 

434 

512 

18.0 


Shoulder 

432 

467 

8.1 

466 

512 

9.9 


Peak 

527 

587 

11.4 

566 

632 

11.7 

Advance Purchase 

Vinter 

323 

330 

7.7 

380 

405 

6.6 

Excursion 

Shoulder 

325 

350 

7.7 

392 

405 

3.3 


Peak 

410 

440 

7.3 

472 

495 

3.8 

Youth 

Vinter 

441 

473 

7.3 

562 

635 

13.0 


Shoulder 

441 

473 

7.3 

603 

635 

5.3 


Peak 

500 

336 

7.2 

662 

698 

5.4 

14/21-Day Croup 

Basic 

388 

424 

9.3 

456 

492 

7.9 

Inclusive Tour 

Peak 

490 

535 

9.2 

558 

603 

Se l 

7/8 Vinter Croup 

Vinter 

356 

382 

7.3 

426 

457 

7.3 

Inclusive Tour 

Shoulder 

412 

424 

2.9 

487 

499 

2.5 

Afflnlty/Croup 

Vinter 

399 

467 

17.0 

410 

512 

24.9 


.Shoulder 

399 

467 

17.0 

447 

312 

14.5 


Peak 

508 

Discontinued 

556 

Discontinued 


2/ As a result of court action, shoulder season fares vtn retained for winter travel. 
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ApfdnJlX II 


iBMint.ytniM rr<?p"nrt sgrth AtUnttf. AU ,r*rc«, 


JSS3t York-P«rU Round Trie_. Hew York-Ro«. Round Trln 


Present Board 

Proposed 


Preset c Board 

Proposed 

Approved Far.. 

Fares 

% Tnergayp 

Anpr^ed Farea 

-£am ,. 1 Increaea 


First Class 


$1,302 


$1,368 

3.1 

$1.5*4 


$1,594 

5.3 


Econosiy 

Winter 

612 

(652) JJ 

672 

9.8 (3.1) 

754 

(628) 1/ 

032 

7.3 

(2.9) 


Shoulder 

632 


672 

3.1 

828 


852 

2.9 



Peak 

024 


834 

la* 

9(8 


982 

1.4 


14/21-Day Excursion 

Basic 

565 


587 

(0.2. 

* 


717 

0.4 


• 

Pe*k r 

601 


601 

-0- 

6<-4 


00? 

0.4 


22/45-Day Excursion 

Vinter 

374 

(451) JJ 

487 

30.2 (0,0) 

410 

<J 22 ) y 

565 

25.6 

(8.2) 


Shoulder 

451 


407 

8.0 

572 


565 

8.2 



Peak 

541 


601 

11.1 

6:8 


689 

9.7 


Advance Purchase 

Vinter 

350 


376 

7.4 

413 


459 

6.0 


Excursion 

Shoulder 

350 


376 

7.4 

433 


439 

6.0 



Peak 

446 


477 

7.0 

544 


371 

5.0 


Youth 

Vinter 

457 


490 

7.2 

477 


513 

0.0 



Shoulder 

457 


490 

7.2 

477 


315 

0.0 



Peak 

508 


546 

7.5 

526 


360 

0.0 


14/21-Day Croup 

Basic 

420 


456 

8.6 

354 


593 

7.0 


Inclusive Tour 

Peak 

521 


566 

6.6 

656 


704 

7.3 


7/0 Winter Croup 

Vinter 

368 


395 

7.3 

430 


463 

7.7 


Inclusive Tour 

Shoulder 

400 


438 

9.5 

462 


306 

9.5 


Aifinlry/Croup 

Winter 

410 


487 

18.8 

497 


565 

13.7 



Shoulder 

410 


487 

10.0 

497 


563 

13.7 



Peak 

5 If 


601 

13.8 

613 


689 

12.0 
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Appendix IV 


North Atlantic Scheduled Passenger Service 
As Adjusted 
( 000 ) 


Ad\uated Forecast Y.E. 3/31/78 


Present Fares 1/ 

Proposed Fares 


National 2/ 

National It Pan American 3/ 

TWA 3/ 


Revenue Passenger-Miles 

528,314 

528,314 

6,799,699 

7,420,000 

Available Seat-Miles 

905,112 

905,112 

12,034,865 

13.017,543 

Load Factor 

58.4% 

58.4% 

56.5% 

57.00. 

Total Operating Revenues 

$32,841 

$34,489 

$525,856 

1SZ9+1 99 

Operating Expense 

24,071 

24,071 

470,763 

544,432 

Cost Escalations 

- 

- 

19.422 

- 

Total Operating Expense 

24.071 

24.071 

490.185 

544.432 

Operating Profit (Loss) 

8,770 

10,418 

35,671 

53,967 

Non-op. Income & Expense, Net 

_ im ) 

(809) 

03,637) 

i5 i 878) 

Net Income Before Taxes 

7,961 

9,609 

22,034 

48,089 

Income Tax (Cr.) @ 487. 

(3.821) 

(4.612) 

(10.576) 

(23.083) 

Income After Tax 

4,140 

4,997 

11,458 

25,006 

Add: Interest Expense 

809 

809 

13.637 

5.878 

Return Element 

4.949 

5.806 

25,095 

30.884 

Investment 

36.623 

36,623 

290.308 

180.480 

R. 0. I. 

13.51% 

15.85% 

8.647, 

17.11% 


i/ Pan American and TWA were not adjusted in this instance. 

2/ Capacity adjusted to achieve historical load factor. 

3/ Capacity adjusted to achieve forecast 1 >ad factor under present lAre. 


(Docket No. 30055; Order 77-3-531 

TRANS WORLD AIRLINES. ET AL. 

Phoenix-Las Vegas-Reno Competitive 
Nonstop Service Proceeding 

Adopted by the Civil Aeronautics 
Board at Its offlee in Washington. DC. 
on the 9th day of March. 1977. 

By Order 76-11-67. November 12. 1976. 
the Board Instituted the Las Vegas-Reno 
Competitive Nonstop Service Proceeding. 
Docket 30055. to determine whether the 
public convenience and necessity require 
additional nonstop service in the Las 
Vegas-Reno market. 1 

Applications have been filed by Trans 
World Airlines. Docket 30219 and Delta 
Air Lines. Docket 30216. Both carriers 
have moved to consolidate their appli¬ 
cations in this docket. However. Delta's 
application and motion to consolidate 
were filed concurrently with a petition 
lor reconsideration of Order 76-11-67 
wherein Delta requests that the scope of 
this proceeding be expanded to Include 
the Las Vcgas-Phoenlx market 

Hughes Air west has filed a petition for 
reconsideration requesting that further 


* Hughes Airwest is the only carrier cur¬ 
rently authorised to provide nonstop service 
in thla market. 


|FH Dor.77 7577 Filed 3~14--77;8:46 atn| 


action be deferred until other pending 
applications, which the carrier contends 
propose more important public service 
benefits, have been heard. 

Answers opposing Delta's request for 
expansion and Alrwest's request for de¬ 
ferral have been filed by the Bureau of 
Operating Rights and Western Air Lines. 
The Las Vegas Parties have filed an an¬ 
swer opposing deferral of the proceeding 
but offer no objection to the inclusion of 
Phoenix. Airwest filed an answer oppos¬ 
ing Delta’s requested expansion. 

Subsequently. Airwest filed a supple¬ 
mental petition for reconsideration and 
answer to TWA's motion to consolidate 
accompanied by a motion to file an 
otherwise unauthorized document. We 
will grant the motion. Airwest. in this 
pleading, requests Uiat the Board ex¬ 
pand the scope of the proceeding to In¬ 
clude Albuquerque or. In the alternative. 
Impose a prehearing restriction against 
TWA prohibiting through-plane service 
between Albuquerque and Reno. An¬ 
swers In opposition have been filed by the 
Bureau and TWA. These answers are ac¬ 
companied by motions to file otherwise 
unauthorized documents and the mo¬ 
tions will be granted. 

On consideration of the petitions and 
responses thereto the Board has deter¬ 
mined to expand the scope of this pro¬ 


ceeding to include the Las Vegas-Phoemx 
market. A reasonably close relationship 
between the Las Vegas-Reno and Las 
Vcgas-Phoenlx markets exists so as to 
Justify their consideration in the same 
proceeding. In calendar year 1975. Ltis 
Vegas-Phoentx generated 132,730 OAD 
plus interline connecting passenger- as 
compared to 129.840 such passengers in 
the Las Vegas-Reno market. The two 
markets Are almost Identical In size, quite 
similar in length and there exists a sig¬ 
nificant traffic flow of 18.270 OAD plus 
interim© connecting passengers between 
Reno and Phoenix who do not now re- 
celve nonstop service and who could help 
support service in both the Las Vegn^- 
Rcno and Los Vegas-Phoenlx markets 
However, we have determined not to 
expand this proceeding further so as to 
include Las Vegas-Albuquerque. The rea¬ 
sons for the Inclusion of Phoenix do not 
obtain as to Albuquerque.* As to deferral 
of the proceedings. Airwest lias presented 
no new facts or arguments of which the 
Board w f as unaware when It Lssued Order 
76-11-67 instituting this proceeding 


1 Among other factor*, the Rono-Albu¬ 
querque market la very Mnall and would af¬ 
ford little traffic support for either Du Vega*- 
Reno or Lax Vegitx-Albuquerque air service 


FEDERAL REGISTER. VOt 4J NO 50—TUESDAY. MARCH 15. 1977 


















































NOTICES 


14155 


Finally, we will deny Alrwest’s request 
for a prehearing restriction on TWA In 
the Reno-Aibuquerque market. The Im¬ 
position of such restrictions would limit 
the Board s flexibility to impose only 
those restrictions which are found neces¬ 
sary on the basis of an evidentiary rec¬ 
ord. If there is, in fact, a need for such 
restrictions, it can be shown at the 
hearing. 

Accordingly, it is ordered That: 1. The 
petition for reconsideration of Order 
76-11-37 of Delta Air Lines be and 
hereby is granted: 

2. This proceeding shall hereafter be 
known as the Phoenix-Las Vegas-Reno 
Competitive Nonstop Service Proceeding. 
Docket 30055: 

3. The petition for reconsideration of 
Hughes Alrwest be and hereby is denied ; 

4. The proceeding shall include con¬ 
sideration of the following issues: 

a. Do the public convenience and ne¬ 
cessity require the certification of on air 
carrier or air carriers to engage in addi¬ 
tional nonstop air transportation be¬ 
tween Las Vegas and Reno. Nevada, and 
Las Vegas. Nevada, and Phoenix. Ari¬ 
zona? 

b. If the answer to (a) is in the affirm¬ 
ative. which air carrier's) should be 
authorized to engage in such service? 

c. What conditions, if any. should be 
placed on tho operation of such 
carrier(s)?; 

5. The application of Delta Air Lines, 
Inc., in Docket 30216 be and it hereby 
is consolidated In Docket 30055: 

6. Tho application of Trans World Air¬ 
lines, Inc., in Docket 30210 be and it 
hereby is consolidated in Docket 30055: 

7. Applications within the expanded 
scope of this proceeding and motions to 
consolidate shall be filed ten < 10) days 
from the date of service of this order 
and answers thereto shall be filed ten 
<10> days thereafter; 

8. Except to the extent granted herein, 
all motions, petitions and requests for 
relief be and they are hereby denied; 

9. Tills order shall be served upon 
Hughes Alrwest, Western Airlines, Trans 
World Airlines. Delta Air Lines, the Las 
Vegas Parties and the Reno Parties, the 
Governor of Arizona, the Mayor of Phoe- 
mix, and the Arizona Department of 
Transportation. Aeronautics Division. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary. 

Kott .—Minettl and Wect. Members, filed a 
concurrence end dtwent. which is pert of 
the original document. 

|FR Doc.77-7578 Filed 3-14-77;8 45 am) 


COMMITTEE FOR IMPLEMENTATION 
OF TEXTILE AGREEMENTS 
REPUBLIC OF CHINA 

VJm Requirements foe Certain Cotton, 
Wool and Manmade Fiber Textile Products 

March 9 . 1977 . 

AGENCY: Committee for the Implemen¬ 
tation of Textile Agreements. 


ACTION: Announcing changes in: (1) 
the red seal required to be affixed to 
visas for certain cotton, wool and man¬ 
made fiber textile products exported to 
the United States from the Republic of 
China: and (2) the name of the official 
authorized by the Government of the 
Republic of China to issue visas. 

SUMMARY: The Government of the 
Republic of China lias informed the Gov¬ 
ernment of the United States of its in¬ 
tention to begin using a new red seal 
on its export visas for cotton, wool and 
man-made fiber textile products which 
are subject to the Bilateral Cotton. Wool 
and Man-Made Fiber Textile Agreement 
of May 21. 1975, as amended The new 
official authorized to issue the visas is 
Mr. Chlu-Yeh Liu of the Taiwan Textile 
Federation. 

EFFECTIVE DATE: The Government of 
the Republic of China will begin using 
the new visa stamp and signature on 
April 1, 1977. Shipments of textile prod¬ 
ucts exported from the Republic of 
China to the United States before April 1. 
1977 will not be denied entry, provided 
they are visaed in accordance with previ¬ 
ously established procedures. Shipments 
exported to the United States from the 
Republic of China after March 31. 1977 
that are not accompanied by visas bear¬ 
ing the new stamp and signature but are 
visaed in accordance with previously 
established procedures will not be denied 
entry until July 1.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Judith L. McConahy. International 
Trade Specialist, Office of Textiles, 
U.8. Department of Commerce. Wash¬ 
ington, D.C. 20230. (202-377-5423) 

SUPPLEMENTARY INFORMATION: 
On October 3, 1972, a letter to the Com¬ 
missioner of Customs from the Chair¬ 
man of the Committee for the Implemen¬ 
tation of Textile Agreements was pub¬ 
lished In the Federal Register (37 FR 
20745). which established an export visa 
requirement for cotton, wool and man¬ 
made fiber textile products, produced 
or manufactured In the Republic of 
China and exported to the United States. 
The letter published below transmits to 
the Commissioner of Customs facsimiles 
of the new stamp and signature which 
will be affixed to export visas for textile 
products from the Republic of China, 
effective from April 1. 1977. Further, it 
directs the Commissioner to permit en¬ 
try until July 1. 1977 of shipments of 
cotton, wool and man-made fiber tex¬ 
tile products exported from the Repub¬ 
lic of China after April I. 1977, provided 
they are visaed in accordance w ith pre¬ 
viously established procedures. 

Robert E. Shepherd, 
Acting Chairman. Committee 
tor the Implementation of 
Textile Agreements, and Act - 
ing Deputy Assistant Secre¬ 
tary for Resources and Trade 
Assistance. 


Commrtts ru* tiu IvtrmuD; tattoh or 
Tmrrnjr AcsscMrrrm 

Commissions* or Customs, 

Department of the Treasury. Washington. 
D.C. 20229 

March 9, 1977. 

Dkab Mr. Commission**. Thin directive 
further amend*, but does not cancel, the di¬ 
rective of September 27. 1972 front the Chair¬ 
man. committee for the Implementation of 
Textile Agreement*, that directed you to 
prohibit entry into the United State* for 
consumption and withdrawal from ware¬ 
house for consumption of cotton textiles and 
cotton textile products In Categoriea 1-44; 
wool textile products In Categories 101-132; 
and man-made fiber textile products In Cate¬ 
gories 200-243: produced or manufactured in 
the Republic of China, for which the Repub¬ 
lic of China Government had not issued a 
visa. 

Under the terms of the Arran g e m ent Re¬ 
garding International Trade in Textiles done 
at Geneva on December 20. 1073, pursuant 
to the Bilateral Cotton. Wool and Man-Made 
Fiber Textile Agreement of May 21. 1973. an 
amended, between the Governments of the 
United States and the Republic of China, and 
in accordance with the provisions of Execu¬ 
tive Order 11651 of March 3. 1972, the direc¬ 
tive of September 27, 1972 is hereby further 
amended to require that, effective on April 1, 
1977, visas accompanying shipments of cot¬ 
ton, wool and/or man-made fiber textile 
products from the Republic of China will 
have a new red stamp superimposed on the 
visa and will be signed by Mr. Chlu-Yeh Liu 
A facsimile of the stamp snd signature la 
enclosed. 

Shipments of textile products exported be¬ 
fore April l. 1977 may be permitted entry 
without the new stamp and signature until 
July 1. 1977 provided they are otherwise 
visaed in accordance with previous directives. 

The actions taken with respect to the Gov¬ 
ernment of the Republic of China and with 
renpect to Imports of cotton, wool and man¬ 
made fiber textile products from the Repub¬ 
lic of China hare been determined by the 
Committee for the Implementation of Tex¬ 
tile Agreements to involve foreign affairs 
functions of the United States. Therefore, the 
directions to the Commissioner of Custom*, 
being necessary to the implementation of 
such actions, fall within the foreign affairs 
exception to the rulemaking provisions of 6 
US.C. 553. Tilts letter will be published in 
the Fracas i. Rxcisnt*. 

8lncerely, 

Roajntr K Bi nip it mo, 
Acting Chairman , Committee for the 
Implementation o/ Textile Agree - 
meats, and Acting Deputy Assist - 
ant Secretary for Resources and 
Trade Assistance. 



(FR Doc.77-7463 Filed 3-14-77:8:4$ am) 
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COMMODITY FUTURES TRADING 
COMMISSION 

EXTENSION OF NO ACTION POSITION 

FOR CERTAIN APPLICANTS FOR REG¬ 
ISTRATION AS ASSOCIATED PERSONS 

The Commodity Futures Trading Com¬ 
mission (‘'Commission”) has taken two 
“no-action” positions with respect to 
certain persons who applied for regis¬ 
tration as associated persons C'APV) 
under the Commission's interim com¬ 
modity option regulations but whose ap¬ 
plications were not received in time to 
permit processing before the January 17. 
1977 effective date of the registration re¬ 
quirement. The first “no-action“ position 
was announced on January 13. 1977, and 
covered those AP applicants whose ap¬ 
plications were filed on or before Decem¬ 
ber 27. 1976 and met certain other re¬ 
quirements. 1 This “no-action” position 
was originally to be effective only through 
February 21. 1977, but was extended by 
the Commission until March 7,1977.* * The 
second “no-action’’ position announced 
on February 4. 1977 covered applicants 
whose applications were received on or 
before January 17. 1977. and who re¬ 
quested the “no-action" position by 
means of an affidavit attesting to specific 
facts.' That “no-actlon“ position also ex¬ 
pired March 7. 1977. Because a few ap¬ 
plications remain to be processed the 
Commission has determined to extend 
the two earlier “no-action" positions 
until March 18. 1977. 

Issued in Washington. D.C. on March 
9. 1977. 

William T. Bag lev. 

Chairman, Commodity Futures 
Trading Commission. 

[PR Doc.77-7612 Filed 3-14-77;8:45 am) 

EQUAL EMPLOYMENT 
OPPORTUNITY COMMISSION 
MEETING 

A meeting of the Equal Employment 
Opportunity Commission will be held on 
Tuesday. March 15. 1977. beginning at 
9:30 AM. in the Chairman’s Conference 
Room No. 2, on the fifth floor of the Co¬ 
lumbia Plaza Office Building. 2401 E 
Street NW . Washington. D.C. 20506. The 
Commission plans to consider the follow ¬ 
ing agenda item in closed session: 

Freedom of Information Act Appeal 77-1- 
FOIA-4 which involves a request for a Com¬ 
mies! on Presentation Memorandum recom¬ 
mending Commission Intervention in the 
case of So be l v. Yeshiva University et at. The 
10th exemption to the Government In the 
Sunshine Act (5 UJB C 552b(c)(10)> permits 
the Commission to close the meeting since 
the subject matter Involves the Commission's 
participation In a civil act. 

There are no other agenda items 
scheduled for the March 15. 1977. 
meeting. 

If you have any questions concerning 
the agenda for the March 15. 1977 Com¬ 
mission meeting, please contact the Of- 


1 42 PR 3699 (January 19. 1977) 

* 42 PR 11033 <February 26. 1977). 

4 42 PR 9141 (February 14. 1977) 
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flee of the Executive Secretariat at (202) 
634-6748 <9-5 e.t.). 

Issued: March 8. 1977. 

By Order of the Commission. 

Ethel Bent Walsh, 

Vice Chairman. 

I PR Doc 77-7746 Filed 3-14-77:8:45 am| 

FEDERAL COMMUNICATIONS 
COMMISSION 

| Docket No 21108; File No BPCT-4847J 

NITTANY COMMUNICATIONS. INC. 

Construction Permit for a New Television 
Broadcast Station 

Adopted: February 3. 1977. 

Released: March 9. 1977. 

1. The Commission has before it the 
application of Nittany Communications. 
Inc. thereafter Nittany or NCI), State 
College. Pennsylvania, for a construction 
permit, BPCT-4847) for a new commer¬ 
cial television broadcast station on 
cannel 29. at State College. Pennsylva¬ 
nia; a timely Petition to Deny the ap¬ 
plication. filed by State College Com¬ 
munications Corporation (hereafter 
SCCC); and other related pleadings filed 
by the two parties. 1 SCCC is the licensee 
of standard broadcast station WRSC and 
FM broadcast station WQWK, both li¬ 
censed to State College, and claims 
standing under the doctrine of FCC v. 
Sanders Brothers Radio Station. 309 UJS. 
470, 60 S. Ct. 693. 84 Lu Ed. 869 (1940). 
alleging that Nittany’s proposed station 
would compete w ith SCCC’s stations for 
broadcast advertising in the State Col¬ 
lege area. We find that SCCC has stand¬ 
ing to oppose Nittany’s application. 

2. In its Petition to Deny. SCCC al¬ 
leges that Nittany’s ascertainment is de¬ 
ficient in the following respects: Nit¬ 
tany *s demographic study is inadequate: 
Nittany fails to identify the principals 
who conducted Its community leader 
surveys: at least some of the person- 


' Among the pleading* la a Motion hy 
SCCC for an additional extension of time 
In which to file a Reply to Nlttany's Oppo¬ 
sition to the Petition to Deny. A motion filed 
July 15. 1976. for a ten-day extension waa 
not opposed by Nittany. but a further mo¬ 
tion filed July 25 for an additional one- 
week extension la oppoeed. on the ground 
that good cause for the extension, required 
by 8ectlon 1.46(a) of the Rules, haa not 
been shown. SCCC contends that good cause 
can be found in the length and complexity 
of Nlttany's Opposition pleading, the press 
of other business on 8CCC's counsel, snd 
the forty-dAy extension utilized by Nittany 
to prepare Its Opposition to the Petition to 
Deny. We do not believe good cause haa been 
established for a second extension of time. 
On the other hand, it Is clear that no one 
has been prejudiced by the additional delay 
(Nittany subsequently initiated a second 
pleading cycle with an unauthorized but 
unopposed supplemental pleading), and 
there seems to be a possibility that SCCC 
may have been misled Into believing its 
second motion would not be contested. 
Therefore, we trill waive the requirement 
of good cause and grant the requested 
extension. 


nel who interviewed community lead¬ 
ers and members of the general publk 
were not qualified to do so: some leaders 
were consulted outside the permissible 
time period. If they were consulted at 
all; many of the persons alleged by Nit¬ 
tany to be leaders cither do not qualify 
as such, or Nittany has not submitted 
sufficient information to demonstrate 
that they are leaders within the mean¬ 
ing of the Primer;* the applicant omit¬ 
ted several significant groups from it* 
survey of leaders and failed generally to 
consult with leaders from Us proposed 
secondary sendee area; Nittany did not 
assure that the leaders surveyed wen 
representative of the comunlty (for ex¬ 
ample. among the alleged leaders inter¬ 
viewed. there are several close acquaint¬ 
ances of principals of Nittany. many oi 
whom are not in fact community lead¬ 
ers); and Nittany did not take care to 
assure randomness of the general public 
survey. A|>proximately two weeks after 
SCCC filed its Petition. Nittany 
filed with the Commission an amend¬ 
ment to its application and an Opposi¬ 
tion to SCCC’s Petition. The amendment 
revises, inter alia, (a) demographic 
data. <b> the listing of community lead¬ 
ers surveyed. <c) the general public sur¬ 
vey. (d) the listing of significant prob¬ 
lems and needs, and it) the proposed 
typical and illustrative programming. 

3. Nittany concedes that its general 
public. Nittany represents that It will 
was “inconsistent with case law” in that 
two Pennsylvania State University stu¬ 
dents made the Interviews. To remedy 
this deficiency. Henry Porker, a princi¬ 
pal, conducted some 150 Interviews in a 
“supplementary” survey of the general 
public. Nittany represents that It will 
rely on the later survey “for the pur¬ 
poses of its application.*' This later sur¬ 
vey was conducted in a manner (sys¬ 
tematic selection from a telephone 
directory) which provides sufficient 
guarantees of randomness. Nittany ha* 
also added by amendment, the names of 
leaders from Blair. Clinton. Centre. 
Huntingdon and Mifilln counties, which 
Nittany has described from the outset as 
its secondary service area. 

4. In its assertion that “the Commis¬ 
sion will look to the bona fldes of the 
original survey.” 8CCC Implies that we 
cannot or should not consider the cor¬ 
rections made by Nittany in its amend¬ 
ments. 3 The petitioner overlooks Sec¬ 
tion 1.522 of our Rules, which permits 
amendment of on application as a mat¬ 
ter of right, subject to certain limits- 


7 Primer on the Ascertainment of Commu¬ 
nity Problems by Broadcast Applicants. 21 
FCC 2d 660 (1971). 

’It is possible that SCCC refers in the 
statement to the alleged misrepresentation 
by Nittany, discussed below, although the 
context would indicate that SCCC believes 
that Nlttany's ascertainment must be Judged 
on the merits of the original survey. If SCCC 
ia. in fact, referring to the alleged misrepre¬ 
sentations. which we believe call for further 
inquiry (see discussion beginning at para¬ 
graph 11). we are obliged to point out that 
we see no other reason for calling Into ques¬ 
tion the good faith** of Nittany* ascertain¬ 
ment efforts. 
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tions not relevant here, until an order 
designating the application for hearing 
has been adopted.* 

6 . We agree that there are shortcom¬ 
ings in Nittany’s ascertainment effort, 
but conclude that, on the whole, it satis¬ 
fies the requirements of our Primer. To 
begin with, the compositional survey 
docs not fully reflect the demographic 
breakdown of the community. Nittany 
has omitted students at Pennsylvania 
State University who reside off-campus 
in State College because “inclusion of a 
number of students would cause dis¬ 
tortion of the figures vis-a-vis the actual 
permanent population of the residential 
community of State College.* • •" * 1 * * * * * 

6 . Similarly, while the applicant has 
rimmed that blacks constitute 0.5 percent 
of the population, the U.8. Census for 
1970 Indicates that blacks are 3 percent 
of the population. The applicant explains 
the discrepancy by stating that it has in¬ 
cluded in the base population figure sev¬ 
eral townships surrounding the borough 
of State College. This results in blacks 
appearing to be a much less significant 
segment of the community. 

7. The Primer requires that an appli¬ 

cant's compositional showing Include all 
* significant groups" as well as the “mi¬ 
nority # • breakdown" of the com¬ 

munity of license.* Wc note, however, 
that these shortcomings in the composi¬ 
tional data supplied by the applicant 
have not resulted in an omission of either 
students or blacks from the community 
leader survey. Nittany did interview stu¬ 
dent leaders and university officials who 
deal regularly with students and student 
concerns, and also interviewed a number 
of black leaders in the community. 

8 . SCCC has not shown any other sig¬ 
nificant omissions in Nitt&ny’s demo¬ 
graphic data, and Nittany appears to 
have interviewed at least one representa¬ 
tive of every significant group or organi¬ 
zational category identified by its de¬ 
scription of the community. In view of 
the above, we do not believe a hearing 
on this issue is warranted. 

9. SCCC further alleges that many of 
the persons listed in Nittany’s survey of 
community leaders (probably on the 
order of 25% of those from the commu¬ 
nity of State College itself) cannot be 
properly classified as community leaders 
on the basis of the Information supplied 
by Nittany in its application and related 
pleadings. Under the Primer, an appli¬ 
cant must make "at least a minimal 
showing" that the interviewee is a lead¬ 
er of a particular group or organization 
or the community as a whole. St. Cross 
Broadcasting. Inc., 39 FCC 2d 1067, 1068 
'Rev. Bd. 1973>. 


* Stone v. FCC. 406 F 2d 310 <D.C. Clr. 
1972). Although Stone concerns a renewal 
Applicant, no distinction Ih made in Section 

1 -522 between the amendment rights of new 

Applicants and renewal applicants. 

The University i a not within the corpo¬ 

rate limits of State College, but It Is Instead 
a municipality unto itself, known as Uni¬ 

versity Park, wholly surrounded by the 

borough of State College. 

* Primer, supra at 683. 


10. In tills regard, we note that Nit¬ 
tany’s exhibits describing the community 
leaders interviewed carefully set forth 
the problems mentioned by each leader. 
Thus, it is possible to segregate the re¬ 
sponses of those persons clearly demon¬ 
strated to be leaders from those whose 
qualifications arc questionable. Such a 
segregated list would show problems 
mentioned which would permit an ap¬ 
plicant. well within its good faith Judg¬ 
ment and discretion, to arrive at the list 
of problems which Nittany has deter¬ 
mined to deal with in its programming. 
We are reluctant to attempt to review the 
applicant’s evaluative processes in con¬ 
structing a programming proposal. Pri¬ 
mer. supra, at 672. The applicant could 
rightfully rely in its evaluation on the 
responses of persons whose credentials as 
community leaders might be in doubt, as 
much os the responses of members of 
the general public who also were sur¬ 
veyed. In summary, we find that the ap¬ 
plicant has adequately fulfilled the re¬ 
quirements of the Primer. 

11. A problem does exist, however, con¬ 
cerning the manner in which Nittany 
contacted community leaders. SCCC has 
claimed tlmt "(alt least 21 community 
leader contacts were not made as repre¬ 
sented by the applicant." The allegation, 
so far as the majority of the twenty-one 
leaders is concerned, is based on affidavits 
which arc essentially hearsay of third- 
parties with no direct knowledge of the 
facts. Nittany has supplied countering 
affidavits which establish, at least, that 
all of the tw’enty-one named persons, 
with the exception of one, have been con¬ 
tacted or "recontacted" by a Nittany 
prin ipal not more than six months prior 
to Uie filing of the application. 

12. The fact that one person listed in 
the survey may not have been contacted 
may be dismissed as an aberration not 
affecting the good faith of the applicant’s 
survey report. E.g., CBS, Inc., 49 FCC 2d 
1214. 1217 'Rev. Bd. 1974). However. It is 
not disputed that some of the interviews 
reported in Nittany*s application as orig¬ 
inally filed were not made by principals 
of the applicant. According to Nittany. 
"at least one" of its principals miscon¬ 
strued the Primer’s instru:tions in this 
regard. Nittany identifies only one prin¬ 
cipal to whom this statement may apply. 
Dr. Reid Allison, who explains in an af¬ 
fidavit that "in using my secretary to 
make the initial contacts I had no idea 
that the action would in anyway <sic> be 
unacceptable." It is not clear how many 
community leaders were originally con¬ 
tacted in this manner, although it now 
appears that, subsequent to the filing of 
the application, all leaders originally con¬ 
tacted by Dr. Allison’s secretary have 
been contacted personally by him. 

13. Although for the purpose of con¬ 
formity with the Primer’s requirements, 
the defective interviews appear to have 
been "cured," a further matter to be 
considered is the possibility that Nit¬ 
tany’s statement that "community lead¬ 
ers were contacted by principals of Nit¬ 
tany Communications. Inc.," amounted 
to a willful misrepresentation to the 


Commission. Post-New’sweek Stations of 
Florida, Inc., 46 FCC 2d 647 <1974*; ! 

The Thom’s Broadcasting Cos., Inc., 52 
FCC 2d 376 (Rev. Bd. 1975). The im¬ 
portance of "person-to-person inter- 
viewCsl" to establish a "dialogue • • • 
between the community and the decision¬ 
making personnel of the applicant" is 
clearly enunciated in the Primer, supra. I 

at 664. Considering the experience ol I 

one of Nittany's principals 7 as a broad¬ 
caster and in making community sur¬ 
veys, to which Nittany has itself called 
attention; the reference in that prin¬ 
cipal’s instructions toother Nittany prin¬ 
cipals to "person-to-person’’ interviews, 
and his admonishment to other prin¬ 
cipals to "read the FCC Primer • • • 
thoroughly." we do not believe that Nit- 

l present claim of misinterpret®- | 
tlon and lack of Intention to mislead the 
Commission Is sufficient to put the mat¬ 
ter to rest. The Thom’s Broadcasting 
Cos. Inc., supra, at 381, 382. Accordingly, 
an issue will be specified to inquire into I 

the facts and circumstances surrounding I 

the interviews of community leaders by 
person’s other than principals of the ap¬ 
plicant. and whether, in connection with 
those interviews, misrepresentations were 
made to the commission and. if so. the 
Impact on Nittany’s qualifications to be 
a licensee of the Commission. 

14. A further question Is raised whether 
Charles Aikcns, publisher of the daily 
newspaper at State College, was or is an 
undisclosed stockholder and principal of 
Nittany. If this w r ere found to be the 
case, not only would the applicant’s mis¬ 
representations and lack of candor call 
its qualifications to be a licensee into 
question, but grant of this application 
would also be barred by Section 73.636< a > 
of the Commission’s Rules, which pro¬ 
hibits formation of new television- 
newspaper combinations in the same 
community. 

15. It is agreed that Aikens was, prior 
to the filing of the application on March 
12. 1975, a shareholder and director of 
Nittany. As filed, the application makes 
no reference to Aikens. According to 
Aikens’ affidavit, on being informed of 
the prohibition in the Rules, "Islo not 
as to do anything which might slow 
dow'n the Commission’s action on Nit¬ 
tany’s application. I withdrew from the 
corporation" by an unnotarized agree¬ 
ment dated March 10. 1975. This agree¬ 
ment does not appear to be self- 
executing. Rather, it appears to have 
required action on Aikens* part to trans¬ 
fer his shares back to the corporation, 
and the return of his investment <$6,000 
for 80 shares of stock) by the corpora¬ 
tion. Again according to Aikens. "Imly 
original investment was returned to me 
during the last few days of June 1975." 

16. In an amendment dated May 12, 

1975. Nittany disclosed for the first time 
that Aikens had been a principal prior 
to the filing of the application and that 
some of the community leaders listed 
in the applicant’s survey were contacted 


r Thls principal. Wolfram J. Dochtertnan, 
Is Nittany's Executive Vice-President, a Di¬ 
rector, and a 20 percent stockholder. 
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by him. Nittany stated unequivocally 
that “Mr. Alkens withdrew from the 
applicant corporation prior to the filing 
of the application.*' SCCC attaches spe¬ 
cial significance to this disclosure as the 
product of Its local Investigations In 
State College leading to the filing of its 
Petition to Deny on May 15. 1975. We 
believe, however, that it Is not neces¬ 
sary to connect these events to conclude 
that there Is a substantial and material 
question as to Nittany's candor with the 
Commission In this matter and, there¬ 
fore. as to its qualifications to be a Com¬ 
mission licensee. 

17. Nittany's balance sheet for March 
12, 1975, submitted with the application, 
contains no clue as to the status of 
Alkens* transactions with the corpora¬ 
tion. Eight hundred shares are shown as 
issued, thereby accounting for those 
shares listed tn Exhibit 9 of the applica¬ 
tion as owned by the various stock¬ 
holders in the corporation.* Yet until 
Alkens' shares were transferred to the 
corporation and cancelled, they were 
surely '•issued” shares of the corporation 
and should have been reflected as such 
in the corporation's financial statement. 
As recited In Exhibit 9. Attachment D to 
the application, eight individuals held 
eighty shares of stock apiece, while Wol¬ 
fram J. Doc h term an. at the time the 
application was filed, held 160 shares. An 
option agreement between Dochterman 
and the corporation indicates that his 
shares were purchased at par value 
($0.01 per share), while other investors 
paid $100 per share. If this Is the case, 
then, although the capital stock account 
Indicates 800 shares of stock issued and 
outstanding, the balance ($71,992) in the 
account styled “Capital contributed in 
excess of par value,” can be explained 
only by the issuance of an additional 80 
shares not reported In Exhibit 9. Attach¬ 
ment D. This belles the later statement 
by Nittany that Aiken’s $8,000, after ex¬ 
ecution of the March 10 agreement, was 
treated as a loan. Not only was that 
amount apparently treated as stock¬ 
holder equity in the initial balance sheet, 
but no subsequent balance sheet elimi¬ 
nates the discrepancy. A revised balance 
sheet (as of March 12. 1975), submitted 
May 12.1975. does not change any of the 
above figures. A later balance sheet, sub¬ 
mitted July 9, 1975. appears to correct 
the capital accounts, but the date of the 
balance sheet (“as of June 17, 1975") 
appears significant in view of Alkens* 
statement that his Investment was re¬ 
turned "in the last few days of June 
1975.” While the June 17 balance sheet 
cleared Alkens' $8,000 from the capital 
accounts, it does not show the $8,000 as 
a current liability, although the recited 


•SCCC has suggested that Henry Forker, 
listed »» a 10 percent stockholder, and 
Alkens' son-in-law. is Alkens' alter ego In the 
corporation. A letter guaranteeing Forker'* 
subscription agreement, signed by trustees 
of the trust of which Forker is the benefici¬ 
ary. other document*, suggest Instead 
that the money which went Into his invest¬ 
ment U his own. We are not willing, without 
more, to endorse the thought that sons-in¬ 
law have no identity of their own. 


chronology would indicate the funds had 
not yet been returned. 

18. Nittany's answer to SCCC’s ques¬ 
tion why the arrangement was not shown 
on the financial statements is that It was 
"inadvertently omitted.** However, as 
shown above, the March 12. 1975, bal¬ 
ance sheet, both as originally submitted 
and as revised by the May 12. 1975. 
amendment, clearly Indicates the exist¬ 
ence of an unreported ownership Inter¬ 
est As such, the question Is less one of 
omission than one of concealment. Nit¬ 
tany further claims that “ttlhc arrange¬ 
ment was not considered significant • • • 
with relation to Nittany's financial sta¬ 
tus. because repayment was considered a 
fait accompli." 

19. It is fatuous to contend that the 
matter relates only to Nittany's finan¬ 
cial qualifications. Any ownership in¬ 
terest which might have prohibited a 
grant of Nittany's application • can 
hardly be so restricted in its implica¬ 
tions. So long as the necessary events to 
the termination of Alkens' interests, l.e.. 
transfer of the shares and refund of the 
$8,000, did not take place, we believe It 
was an interest which was required to 
be fully disclosed to the Commission. The 
facts, os they presently appear from the 
pleadings and the application. Indicate 
that Alkens* interest continued until 
sometime in late June 1975. Therefore, 
an issue will be specified to determine 
the facts and circumstances surround¬ 
ing the disposition of Alkens' investment 
in Nittany: whether Nittany lias made 
misrepresentations or has violated Sec¬ 
tion 1.514 of the Commission's Rules: ** 
whether Nittany has ocen less than fully 
candid with the Commission, and any 
consequential impact on Nittany's quali¬ 
fications to be a licensee of the Commis¬ 
sion. 

20. While we will inquire Into the qual¬ 
ity of Nittany's representations to the 
Commission, we do not believe there is 
sufficient basis for a further inquiry into 
Alkens* alleged status as an undisclosed 
principal of Nittany. For a certatnty. 
Alkens* ownership interest is now ter¬ 
minated. although Nittany docs disclose 
his interest in subsequently obtaining a 
waiver of the cross-ownership rule in the 
event Nittany's application Is granted. 
SCCC’s further allegations in tills regard 
concern primarily Alkens* efforts in 1975 
to determine by telephone calls whether 
persons listed in Nittany's survey of com¬ 
munity leaders had. in fact, been con¬ 
tacted by Nittany principals: and efforts 
by Nittany to obtain zoning approval for 
use of property owned by Alkens as its 
main studio location, after an option 
contract to purchase the property from 
Alkens had expired. The former Incidents 


* 8eo paragraph 14. above, concerning 
f 73.636(a) of the Rule*. 

»Section 1.514 requires the applicant to 
supply all information called for by the re¬ 
quired form. In this ease FCC Form 301 . Por¬ 
tions of the form for which. In our opinion, 
the applicant** submissions may not have 
been completely responsive include Para¬ 
graphs 10 and/or 13, Section II. FCC Form 
301. and Paragraph 4. 8eciton IH, FCC Form 
301. 


are of no continuing significance In view 
of the formal termination of Alkens 
ownership interest in late June. As to the 
latter activity, while SCCC suggests that 
there Is an Indication that Alkens* deal 
lngs with Nittany subsequent to the ter¬ 
mination of his ownership Interest were 
on a less-than-arms-lengtli basis, we be¬ 
lieve there is no blanket requirement 
that all of an applicant's business deal¬ 
ings be conducted on a basis of legal 
formalities, l.e., that renewal or exten¬ 
sion of the option contract was required. 

21 . SCCC alleges that Nittany ha* 
failed to demonstrate the requisite finan¬ 
cial qualifications to build and opera tr 
its proposed station for one year. 8am e 
of SCCC’s factual charges are now moo' 
because Nittany has submitted clarify in / 
amendments: other charges appear to be 
mere surplusage, without factual basis. 
For example. SCCC disputes Nittany s 
estimates for equipment, building and 
stalling expenses. However, In our view, 
Nittany has made reasonable bushier 
Judgments well within an applicant's 
discretion. Thunder Bay Broadcast! r t: 
Corporation, 49 FCC 2d 1023 (1974). At 
the least. Nittany's proposal is not no 
far below "average" to conclude that th e 
station cannot be operated a* proposed 
with the budgeted funds. Midwestern 
Broadcasting Company. Inc., 15 FCC 2d 
720 (1968). However, for reasons out¬ 
lined hplow. it will be necessary to set 
Nittimy’s application for hearing on the 
question of whether sufficient funds will 
be available to construct the station and 
operate for one year on the basis of the 
estimates contained In Nittany's flnanci 
proposal. 

22. Based on information contained in 
the application. Nittany will require an 
estimated $868,355. to construct and op¬ 
erate its proposed facility for a period 
of one year, itemized as follows: 


Down payment on equipment_6150,000 

13 monthly payment* on equipment 

balance__ 121.875 

13-mo. Interest on equipment bal¬ 
ance _ 39,000 

Land and buikUnga,__ 20,430 

Miscellaneous __ 85.000 

Items not covered by manufac¬ 
turer's letter of credit__ 3,000 

Working capital requirement...... 440,000 

Total . * 868.856 


Our estimate of dollar requirements la 
considerably lower than Nittany's becau** 
we do not Include debts to be paid by Nittany 
otter one year in our analyst*. Nittany in¬ 
clude* thin debt as part of Its require men* 
and offsets It with a deferred credit batonc* 
Our figures are based on the applicant's 
credit documents, which take Into consider¬ 
ation the amount af deferred credit avail¬ 
able. SCCC has disputed Nittany's assump¬ 
tion that an ABC network affiliation will be 


u SCCC alleges that Nittany has attempted 
to deceive the Commission by suggesting th* f 
Alkens* property is one of many sites under 
consideration for the proposed station'* 
studio. According to 8CCC. "detailed arrange¬ 
ments and plans have been negotiated with 
Mr. Alkens." No facts have been submitted 
which would sustain this allegation. In any 
event, we would imagine that, when its op¬ 
tion on the property expired, Nittany was 
required to at least contemplate the acqui¬ 
sition of alternative locations. 
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available Any Judgment we might make In 
this regard would be entirely speculative. 
Cl* Thunder Bay Broadcasting Corporation. 
47 FCC 2d 1227 (1274). We note however, 
that Nlttany has submitted a proposal for 
non-network operation, in the event no net¬ 
work a ffil ia t ion Is available. In which It* esti¬ 
mated expenses would be slightly less than 
those listed above In disputing virtually 
every Individual estimated expense submit¬ 
ted by Nlttany. the petitioner has also con¬ 
tended that NKtauy's “vague responses or 
half-trutha . . .. when taken together, are 
oa deceptive in their ultimate effect, as 'out¬ 
right misrepresentation." For example. 8CCC 
nilagee that Nlttany has attempted to tilde 
tho potential cost of delivering a network 
ptiznol. Nlttany reasonably responds that it 
has assumed that the coat of delivering the 
network signal will be borne by the network. 
If Nlttany is a primary network affiliate. If 
that is not to be the case. Nlttany has ex¬ 
plained how the cost will be met from funds 
budgeted for program acquisition SCCC 
°eems to believe that because some of Nlt¬ 
tany** estimated expenses changed, while the 
total requirement remained relatively con¬ 
stant. some of the dollar estimates were 
manufactured to remain within a predeter¬ 
mined amount. We have previously recog- 
nixed an applicant's discretion “to apply in¬ 
genuity and flexibility to devise the beat 
practicable service." Thunder Bay Broadcast- 
ing Corporation. 40 FCC 2d 1033. 1028, 
(1074), within the resources available to it 
With nothing more than SCCC* speculation 
to go on. and In view of our conclusion that 
Nlttany** estimates are reasonable, paragraph 
21, above, no question of misrepresentation 
it involved: w*e can only assume that revis¬ 
ions in Nlttany’s estimates represented actu- 
nl projected expenses of operation 


To meet this requirement. Nlttany re¬ 
lies on <I) existing capital. <21 new cap¬ 
ital. and (3) a bank loan.’ 

23. Nittany’s amended page two of 
Section HI, FCC Form 301. as of Sep¬ 
tember 1. 1075. shows existing capital of 
167,000. This is at odds with a showing 
on the last submitted balance sheet 
dated June 17. 1975. which Indicates 
cash on hand and in banks of $77,150. 
No new balance sheet has been submit- 

w Inasmuch as NCI states Unit It does not 
rtly on revenues, sod we And that It has not 
complied with our requirements for docu¬ 
mentation. we omit consideration of NCI’s 
projected revenues. See Erwin O'Connor 
Broadcasting Co„ 37 FCC 2d 983, 25 RR 2d 
732 (Rev. Bd^ 1972). 

1 SCCC claims that Nlttany'* cash posi¬ 
tion should be reduced by cumulative ****** 
payments or accrued liability to Wolfram J. 
Dochterman under his contract to serve as 
general manager for 83.000 a month. A read- 
lag of Dochterraon’s contract clearly indi¬ 
cate* It is for services as a general manager 
of an operating station, and nothing there¬ 
in requires a conclusion that Doc h lor man is 
entitled to compensation at this point, prior 
to construction and operation. SCCC also al- 
logea that Dochterman** expenses in the 
preparation and prosecution of the appli¬ 
cation are being paid or reimbursed by the 
corporation. It does not. however, even 
K r uos*tl m a t e" the amount of these expenses, 
and none of Us allegations in this marl ties* 
claim ore supported by an affidavit by any 
person with personal knowledge of the facta. 

to a salesman SCCC allege* is on the Nlt- 
1 ^ 2 ^ t *** roU * lt completely possible this 
individual is being compensated by com- 
salon, and In any event, there Is no bests 
Uiat the total compensation Is 
or ********* tor Nittany** fi¬ 
nancial qualifications. 


ted Indicating a change In Nlttany's fi¬ 
nancial position, but we will utilize the 
more recent figure." Nlttany's last bal¬ 
ance sheet also Indicated “prepaid or¬ 
ganizational expenses” amounting to 
$43,050. This onto* has not been further 
itemized and, In the absence of a show¬ 
ing haw such expenses are related to the 
cost of operation and construction, will 
not be considered a source of funds. 

24. Additionally. Nlttany claims sub¬ 
scriptions receivable of $364,800 Bank 
letters of credit to assist two subscrib¬ 
ers—Houser and MagnanJ—in fulfilling 
their subscription commitments hove 
expired by their own terms. However, 
since Houser’s personal balance sheet 
shows adequate liquidity to meet his 
subscription obligation, we shall dis¬ 
count only the amount of Magnani’s 
subscription—$33,600. Thus, total sub¬ 
scriptions receivable and available are 
$331,200. 

25. The Bank loan, for 8500.000. pro¬ 
vides for a moratorium on principal pay¬ 
ments for the first year, leaving only* in¬ 
terest payments, at one-half percent 
above prime (now approximately six and 
one quarter percent) due during the 
first twelve months. However, a draft 
agreement between the bank and Nlt¬ 
tany. submitted with the letter of com¬ 
mitment. indicates that a condition of 
the loan Is that Nlttany maintain a com¬ 
pensating balance of at least twenty per¬ 
cent of the outstanding credit extended 
by the bank. If such a balance is main¬ 
tained, the maximum “rear credit 
available would be $400,000. IX the re¬ 
quired compensating balance is not 
maintained, the memorandum provides 
for an additional one quarter percent 
per month Interest charge, computed on 
the full amount of the letter of credit. 
Arithmetically, the assumption most fa¬ 
vorable to Nlttany (and Uie most realis¬ 
tic. considering the size of its financial 
requirements) is that the compensating 
balance requirement will not be met. 
Tims, we ore required to add, effectively, 
an additional three percent per annum 
to the cost of Nlttany’8 bank loan, for 
total interest payments required in the 
first year of $48,750. The net proceeds 
of the bank loan, therefore, will be at 
most $451,250. 

26. Thus, total funds available to Nlt¬ 
tany will be only $849,450. to meet a re¬ 
quirement of $868,355. An issue, there¬ 
fore. wiU be required to determine the 
availability of additional funds to Nlt¬ 
tany for construction and operation of 
the station and. in light of the evidence 
on that point, whether Nlttany U finan¬ 
cially qualified. 

27. Wolfram J. Dochterman. referred 
to above In footnote 13. is listed by Nlt¬ 
tany as its Executive Vice President, one 
of Its Directors, and a twenty percent 
stockholder. Although SCCC character¬ 
izes Its allegations pertaining to Doch- 
terman as “bearing upon the financial 
viability' of Nlttany “ it also charges that 
“ftlhe facts detailed . . . strongly sug¬ 
gest that the NCI application was the 
product of a promoter's scheme for pri¬ 
vate enrichment ... at the expense of 
stockholders and lenders who were naive 
concerning the realities of broadcasting 


In general and UHF television in par¬ 
ticular." This charge relates to the char¬ 
acter of a principal (and. hence the ap¬ 
plicant). and must, therefore, be dis¬ 
cussed separately*. 

28. SCCC alleges that two enterprises 
in which Dochterman was previously In¬ 
volved were demonstrable failures. Since 
both ventures concerned proposed UHF 
stations (one was to operate on the chan¬ 
nel herein applied for), SCCC implies 
that Dochterman and other Nlttany 
principals had a duty to disclose these 
alleged past failures of the promoter to 
potential principals and creditors. More¬ 
over. SCCC concludes that there may 
have been misrepresentation or omis¬ 
sion of the essential information in the 
Nlttany “proposal'* to investors with re¬ 
spect to the chances of obtaining ABC 
affiliation and the risks Inherent In an 
Investment in a UHF station 

29. It may be that the proposal pub¬ 
lished by Nlttany omitted information 
which would be important to prospective 
investors, and lt may be that Nlttany. 
through Dochterman. “puffed" the pos¬ 
sibility of an ABC affiliation and its con¬ 
sequences. However, we believe that vir¬ 
tually any investors with their eyes open 
wlU take their own notice of the risks 
concomitant with an investment in a 
new UHF broadcast station. We will not 
get into the business of inferring mis¬ 
representation from the standard hyper¬ 
bole of the marketplace.’ 4 

30 SCCC's charge that the Nlttany 
application for Dochterman's private en¬ 
richment is not substantiated by Its al¬ 
legations. SCCC implies that Dochter¬ 
man's contract with Nlttany is extra¬ 
ordinarily generous, and that this agree¬ 
ment is further evidence of Docliter- 
man’s scheme to loot the corporation. 
Like Nlttany's decision to hire Dochter¬ 
man in the first place, the salary ques¬ 
tion Is a matter of discretion on the part 
of the applicant. Moreover, as a share¬ 
holder. and through advertising commis¬ 
sions. Dochterman’s financial success is 
contingent upon the proposed station's 
success. In view of the foregoing. wlUi 
respect to the question of whether or not 
the Nlttany application is a scheme for 
Dochterman*8 private enrichment, we 
hold that there are no substantial and 
material questions of fact, and that based 
upon the pleadings before us, the appli¬ 
cation Is not such a scheme. 

31. In its Petition to Deny. SCCC al¬ 
leges that Nlttany’s proposed tower and 
transmitter site on State Forest Land 
will bo Inadequate for the stated purpose 
because the right-of-way, as proposed, 
will be too small. This charge has been 
overtaken by events, inasmuch as Nlt¬ 
tany has obtained a license for a right- 
of-way. which Is adequate to house Nit- 
tany'a tower, transmitter, guying lines 
ichors. This license, dated July 
15. 1975, further provides that Nlttany 
may build a service building and access 


M If on investor feel* he wo* muled to his 
detriment by the Nlttany proposal, a civil 
forum is always available, which should have 
the first opportunity to Interpret and en¬ 
force the applicable law. 8Ute of Oregon. 
58 FCC 2d 332, 333 (1076). ^ 
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road SCCC has not contested the valid¬ 
ity or sufficiency of the agreement be¬ 
tween Nlttany and the State of Penn¬ 
sylvania, apparently because, on its face. 
It meets the petitioner’s own engineering 
requirements. Therefore, we find that 
Nittany’s proposed site is available and 
suitable.’* 

32. SCCC alleges that a grant of Nit¬ 
tany’s application “• • • would * * 
threaten the existence of a new UHF 
facility which does have a chance to offer 
service in the area.” In the text of Us 
Petition to Deny. SCCC outlines none of 
the specifics of this contention. Rather, 
it submits as an exhibit the unsworn 
statement of Mr. John R. Powley. licensee 
of television broadcast station WOPC. 
Channel 38. Altoona. Pennsylvania, 
wherein Mr. Powley characterizes the al¬ 
leged threat of the Nittany application. 
Powley states his belief that *** * • the 
Johnstown-Altoona market, which in¬ 
cludes Slate College, cannot possibly sup¬ 
port two UHF stations.” He represents 
that his station is already in debt, and 
that a competing station • * partic¬ 
ularly if it somehow gained a network af¬ 
filiation. would put Station WOPC • * * 
in a marginal financial position/* 

33. Although SCCC is imprectsc in la¬ 
beling the issue under discussion, it ap¬ 
pears that the petitioner is attempting 
to show that a Carroll issue is war¬ 
ranted/* The Carroll issue requirements 

arc set forth in WL»VA. Inc., FCC 459 F. 
2d 1286 (D. C. Cir.. 1972): 

• • • a petitioner seeking a hearing on 
the Carroll issue must plead spcclflc factual 
data sufficient to make out a prtma facie 
case that the economic consequences that a 
grant of the challenged application will lead 
to an overall derogation of service to the 
public. Specifically, the petitioner must raise 
substantial materia! questions of fact as to 
whether: (1) the revenue potential of the 
market Is such that a grant will cauac a sig¬ 
nificant loss of income: (2) the effect of this 
loss will be to compel the petitioner to elim¬ 
inate some or all of Its public service pro¬ 
gramming; and (3> thin loi» of programming 
will not be offset by the increased non-net- 
work programming proposed to be offered by 
the applicant. 

Id,, at 1297. 17 SCCC falls short of the 


&8CCC has submitted an engineering 
study which purports to show that, from the 
proposed location, Nlttany will encounter 
shadowing problem* in the direction of the 
communities of Johnstown and Altoona. This 
study was apparently submitted for the pur¬ 
pose of showing that Nlttany Is condemned 
to a secondary position in the “Johnstown- 
Altoona” television market. Thus, the merits 
of the study, which do not appear, In any 
event, to be substantial, are Irrelevant to the 
question of the technical suitability of Nit¬ 
tany’s transmitter aite. from which the pro¬ 
posed station will provide State College with 
a principal city signal and minimal shadow¬ 
ing will result, 

* Carroll Broadcasting Co. v. FCC, 258 F. 
2d 440 (D.C. Clr„ 1958) 

it we note that Powley has nol sought the 
status of a party in this case. However, we 
recognise the right of the petitioner to 
raise the question of adverse economic con¬ 
sequences on another station. In order to 
vindicate the public Interest. Cf^ Scripps- 
ilotcard Radio . tnc. v. FCC, 316 US. 4 (1942). 


stringent requirement of specific factual 
pleading to substantiate the need for a 
hearing on a Carroll issue. Indeed, in 
Powley *s statement, there are no factual 
data to support his predictions of dire 
economic consequences in the event of a 
grant of Nittany’s application. Nor does 
SCCC submit any such Information in 
the text of any of its pleadings. There¬ 
fore. we find that SCCC has failed to 
plead specific factual data sufficient to 
raise a substantial and material question 
of fact as to the likelihood that a grant of 
Nittany’s application would: U» cause 
WOPC to suffer a significant loss of in¬ 
come or (2) force WOPC to eliminate 
anv of its public service programming. 
Since SCCC has not satisfied the two 
threshhold requirements for a Carroll 
issue, it would be superfluous to address 
the third. 

34. On June 26. 1976, Nittany filed a 
timely Petition to Deny SCCC's renewal 
application * for Radio Stations WRSC 
and WQWK'FM) State College. Penn¬ 
sylvania. SCCC charges, in a pleading 
filed October 31. 1975. thut Nitlany’s 
petition was filed **. . . in order to scare 
SCCC and cover up the deficiencies in its 
own application.” SCCC relies upon our 
decision in Radio Carrollton. 52 FCC 2d 
1173 U975). and contends, that like the 
applicant in Carrollton. ”NCI was more 
interested in fending off a well-grounded 
protest than in bringing public interest 
information to the Commission’s atten¬ 
tion.” 

35. In February 1976, we released a 
Memorandum Opinion and Order desig¬ 
nating SCCC’s two renewal applications 
for hearing on the following issues: 

To determine whether State College Com¬ 
munications Corporation. its principals or 
agent*, filed a petition to deny the applica¬ 
tion of Nlttany • • • for a construction 
permit for a UHF station, channel 29 In 
State College. Pennsylvania, for the purpose* 
of impeding, obstructing, or otherwise delay¬ 
ing grant of that application. 

State College Communications Corpora¬ 
tion. 58 FCC 2d 462 (1976). Nittany, pe¬ 
titioner in that proceeding, submitted 
four affidavits purporting to show that 
SCCC. In petitioning to deny Nittany’s 
application. Intended to delay the grant 
thereof. For example, a principal of 
SCCC was quoted as saying *\ .. that he 
was sure that he could not stop the tele¬ 
vision station from coming into 8tate 
College, but that he would try to slow its 
progress down.” In ordering a hearing, 
we made no findings as to the merits of 
Nittany’s application or SCCC’s petition, 
which are herein under consideration. 
We did find that there was extrinsic evi¬ 
dence of SCCC’s intent to impede Nlt¬ 
tany‘s application, raising a question 
which was required to be resolved in a 
hearing. 

36. SCCC’s argument may be seen In 
three steps: (1) 8CCC raised questions 
in its Petition to Deny which Nittany 
knew to be meritorious; (2) Nittany, 
therefore, has no legitimate grounds for 
claiming that SCCC filed a ’’strike” peti¬ 
tion: <3) Nittany, by petitioning to deny 


'•Flic No* BR 4041 and BRH-1688. 


SCCC’s renewal applications, can only be 
seeking to retaliate against SCCC. We 
reject tills logic. As we held in 8tate Col¬ 
lege Communications Corporation and 
Radio Carrollton, supra, and in Asheboro 
Broadcasting Company. 20 FCC 2d 1 
(I960), even if only one purpose of a 
party is to obstruct. Impede, or delay the 
grant of an application, then that party 
may be found to have submitted a 
’’strike” application <or petition)— re¬ 
gardless of the merits of the other issues 
There was ample, albeit disputed, evi¬ 
dence from which it could be inferred 
that SCCC had submitted its Petition to 
Deny with the foregoing motive in mind 
and for that reason wc designated its re¬ 
newal applications for hearing. 

37. Although wc do not accept 8CCC'5 
reasoning, we have carefully reviewed the 
pleadings to determine whether there Is 
a substantial and material question ol 
fact as to whether there was an improper 
motive underlying Nittany’s Petition to. 
Deny SCCC's renewal applications. There 
is no extrinsic evidence before us which 
would warrant an abuse of process issu** 
We cannot call an applicant to task on 
the basis of surmise and speculation 

38. With the exception of the matters 
discussed above which are the basis of 
the Issues specified below, we find Nlttany 
qualified to construct, own and operate 
the proposed television station. Accord¬ 
ingly. it is ordered. That, pursuant to 
Section 309<e> of the Communications 
Act of 1934. as amended, the above-cap¬ 
tioned application is designated for hear¬ 
ing at a time and place to be specified in 
a subsequent Order, upon the follow ins 
issues: 

(1) To determine the facta and circum¬ 
stances stirrounding Interviews of community 
leaden* by persona not principal* of Nittany 
Communications, Inc., and whether, in con¬ 
nection with such interviews. Nlttany Com¬ 
munications. Inc., ha* made misrepresenta¬ 
tions to the Commission In Its application. 
14 nd 

(2) To determine the facta and circum¬ 
stances surrounding the withdrawal of 
Charles T. Aikens from Nlttany Communica¬ 
tion*. Inc . and whether in connection with 
Aikens’ Interest In and withdrawal*from the 
corporation. Nlttany haa made misrepresenta¬ 
tions to the Commission or shown a lack o t 
candor with the Commission, or has violated 
Section 1.514 of the Commission’s Rules, and 

(3) To determine. In the light of the evi¬ 

dence on the above Issues, whether Nlttany 
Communications. Inc., should be disquali¬ 
fied from becoming a licensee of the Com mis¬ 
sion. . . 

(4) To determine whether, and in wnst 
amount, funds in addition to tbo*e shown in 
Its application *• will be available to Nittany 
Communications, Inc., for construction ana 
operation of the proposed station, and 

(6) To determine, in the light of the evi¬ 
dence on the above Issue (4). whether NK- 
tony Communications. Inc., is financial y 
qualified, and .. . , - 

(6) To determine whether, Ui the Ugnt ai 
the evidence on the above Issues, a grant o 
the application wouid serve the public in¬ 
terest, convenience and necessity. 

39. It is further ordered, That the Pe- 
tiUon to Deny, the above-captioned ap¬ 
plication. filed by State College Coni- 


' 3 See paragraph 26, supra. 
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mumcations Corporation, IS GRANTED, 
to the extent indicated above, and IS DE¬ 
NIED in all other respects. 

40. It is further ordered. That the mo¬ 
tion of State College Communications 
Corporation of July 25. *975. for an ex¬ 
tension of time in which to file a Reply 
to the Opposition to the Petition to Deny. 
IS GRANTED. 

41. It In further ordered . That State 
College Communications Corporation is 
made a party to the hearing ordered 

herein. 

42. It is further ordered. That in ac¬ 
cordance with Section 309(e) of the 
Communications Act of 1934, as 
amended, the burden of proceeding with 
the introduction of evidence shall be on 
State College Communications Corpora¬ 
tion as to Issues (1) through (3). The 
burden of proceeding with respect to is¬ 
sues <4> through (6) and the burden of 
proof with respect to all of the issues 
herein shall be upon Nlttany Communi¬ 
cations, Inc. 

43. It is further ordered. That to avail 
themselves of the opportunity to be 
heard, the parties herein, pursuant to 
Section 1.221(c) of the Commission’s 
Rules, in person or by attorney, shall, 
within twenty days of the mailing of this 
Order, flic with the Commission in tripli¬ 
cate a written appearance stating an In¬ 
tention to appear on the date fixed for 
the hearing and present evidence on the 
issues specified in this Order. 

44. It is further ordered , That, the ap¬ 
plicant herein shall, pursuant to Section 
311(a)(2) of the Communications Act of 
1934. as amended, and Section 1.594 of 
the Commission’s Rules, give notice of 
the hearing, within the time and manner 
Pi scribed In such rule, and shall advise 
the Commission of the publication of 
such notice as required by Section 1.594 

of the Rules. 

Federal Communications 
Commission, 

Vincent J. Mullins, 

Secretary. 

I PH Doc .77-7001 Filed 3-14-77;8:45 *m| 


UNITED VIDEO INC. 

(Docket No. 30198] 
Memorandum Opinion and Order 

Adopted: February 23.1977. 

Released: March9.1977. 

In the matter of United Video, Inc.. 
Revised Rates for Microwave Service: 
Tariff F.C.C. No. 4. Transmittal No. 91 
and United Video. Inc., Revised Rates for 
Microwave Service; Tariff F.C.C. No. 4, 
Ti un&mitUU Nos. 44 and 45. 

i On November 30.1976, United Video. 
Inc. filed revisions to its Tariff F.C.C. 
No. 4 under Transmittal No. 91 to become 
effective February 28. 1977. United Video 
provides point-to-point microwave serv¬ 
ices to cable television systems in Illinois 
and Iowa. Part of its primary service is 
the delivery of signals of seven Chicago. 
Illinois television stations. The tariff re¬ 
visions under Transmittal No. 91 provide 
f or the addition of charges for this 


service to customers at Pekin and Dixon/ 
Illinois. The tariff revisions also estab¬ 
lish charges for a new late-night pro¬ 
gramming service offering option. This 
service provides customers with tele¬ 
vision signals which otherwise are not 
provided by the carrier to the cable tele¬ 
vision systems but which provide 
programming during the period from the 
sign-off of the last station which the 
cable systems must carry to the sign-on 
of the first station which the cable sys¬ 
tems must carry. This carriage by the 
cable systems is generally permitted 
pursuant to Sections 76.57 <c>. 76.59(d) 
(3) and 76.61(e) (3> of the Commission’s 
Rules. 

2. United Video’s rate structure for its 
primary television transmission service 
is already under Investigation in United 
Video. Inc., Docket No. 20198. 49 F.C.C. 
2d 878 (1974), recon. denied. 55 F.C.C. 
2d 516 (1975). That rate structure is 
based on geographic zones and the popu¬ 
lation of the areas being served. The 
charges for service to cable systems In 
Pekin and Dixon. Illinois are based on 
this same rate structure under investiga¬ 
tion. Therefore, we are including these 
charges in our investigation in Docket 
No. 20198. 

3. United Video's late-night program¬ 
ming rate structure is similar to Its rate 
structure already under investigation. 
The carrier proposes to provide late- 
night service to Its customers At the 
monthly rate of ’*$25.00 plus .5* per ad¬ 
justed home.” This rate structure re¬ 
flects a charge based on the number of 
homes In the community served by the 
cable system. Inasmuch as Its late-night 
service will be provided over existing 
facilities. United Video’s addiUonal 
capital investment will be minimal. 
United Video claims that because the 
late-night service is Incremental. It can¬ 
not adequately forecast the demand or 
revenues to be generated. However, 
despite a lack of cost data. United Video 
states it docs not anticipate that the 
revenues from this service will increase 
its rate of return significantly. 

4. Upon consideration of United 
Video’s revised tariff structure and its 
accompanying material filed pursuant 
to 8ection 61.38 of the Commission’s 
Rules, we find that substantial questions 
are raised as to whether United Video’s 
latest proposed tariff revisions are law¬ 
ful within the meaning of Section 20Kb) 
and 202(a) of the Communications Act. 
47 U.S.C. «|201(b) and 202(a). Such a 
rate structure appears to establish a 
value of service arrangement based upon 
what the traffic will bear. Whether and 
If such a departure from cost of service 
rate making principles can be a Just and 
reasonable practice within the meaning 
of Section 201(b) of the Act Is being 
considered In American Television Re¬ 
lay. Inc.. Docket No. 19609, 37 F.C.C. 2d 
751 <1972(. The "adjusted homes per 
community" factor results in cable sys¬ 
tems operating in communities with 
large populations paying a higher rate 
than smaller communties for the same 
communications service. Whether such a 
discrimination can be considered just 


and reasonable under Section 202(a) of 
the Act or justifiable for other public 
Interest reasons is also under considera¬ 
tion In Docket No. 19609. In addition, 
since United Video’s cost support data 
does not include a study of the costs 
associated with the late-night program¬ 
ming. the question of whether United 
Video’s filing satisfies the requirements 
of Section 61.38 of the Rules Is raised. 
These Issues are substantially the same 
as those currently under Investigation In 
Docket No. 20198. Therefore, we are con¬ 
solidating the issues above with the 
pending investigation and hearing In 
Docket No. 20198. We are alno suspend¬ 
ing United Video’s proposed tariff re¬ 
visions for a one-day period and 
imposing an accounting order. To sus¬ 
pend the filing for the full statutory 
period could have the effect of denying 
the services involved to United Video’s 
customers. 

5. Accordingly, it is ordered. That pur¬ 
suant to Sections 4(1). 4<J). 201, 202, 204, 
205 and 403 of the Communications Act 
of 1934. as amended, an Investigation is 
instituted Into the lawfulness of the tar¬ 
iff schedules filed by United Video. Inc. 
with Transmittal No. 91 including any 
cancellations, amendments or re-lssuos 
thereof; 

6. It is further ordered. That pursuant 
to the provisions of Section 204 of the 
Act. the revised tariff schedules filed by 
United Video, Inc. with Transmittal No. 
91 ARE HEREBY SUSPENDED until 
March 1. 1977 and that United Video. 
Inc. as to the operation of such tariff 
schedules shall. In the cose of all in¬ 
creased charges and until further order 
of the Commission, keep accurate ac¬ 
count of all amounts received by reason 
of such Increases, specifying by whom 
and in whose behalf such amounts were 
paid, and upon completion of the hear¬ 
ing and decision herein, the Commission 
may by further order require the refund 
thereof, with Interest, pursuant to Sec¬ 
tion 204 of the Act. and the carrier shall 
file such reports on the amounts ac¬ 
counted for as the Chief. Common Car¬ 
rier Bureau shall require; 

7. It is further ordered. That the un¬ 
resolved Issues raised herein regarding 
the above-captioned tariff revision ore 
included In Docket No. 20198. 

8. It is further ordered. That the Sec¬ 
retary shall send a copy of tills order 
by certified mall, return receipt re¬ 
quested. to United Video. Inc. and shall 
cause a copy to be published in the Fed¬ 
eral Register. 

Federal Communications 
Commission, 

Vincent J. Mullins. 

Secretary. 

(FR Doc 77-7800 Filed 3-14 77.8:45 nm| 


FM BROADCAST APPLICATIONS READY 
AND AVAILABLE FOR PROCESSING 

Adopted: March 2. 1977. 

Released: March 10, 1977. 

Notice Is hereby given, pursuant to 
Section 1.573(d) of the Commission’s 
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Rules, that on April 26. 1977, the FM 
broadcast applications listed in the at¬ 
tached Appendix will be considered as 
ready and available for processing. Pur¬ 
suant to Section 1.227(b) <1) and Section 
1.591(b) of the Commission's Rules, an 
application. In order to be considered 
with any application appearing on the 
attached list or with any other applica¬ 
tion on file by the close of business on 
April 25. 1977. which involves a conflict 
necessitating a hearing with any appli¬ 
cation on this list, must be substantially 
complete and tendered for filing at the 
offices of the Commission in Washing¬ 
ton. D.C., by the close of business on 
April 25. 1977. The attention of prospec¬ 
tive applicants is directed to the fact 
that some contemplated proposals may 
not be eligible for consideration with an 
application appearing in *he attached 
Appendix by reason of conflicts between 
the listed applications and applications 
appearing in previous notices published 
pursuant to Section l-573*d» of the 
Commission's Rules. 

The attention of any party in interest 
desiring to file pleadings concerning any 
pending FM broadcast applications, pur¬ 
suant to Section 309 < d > (1) of the Com¬ 
munications Act of 1934. as amended, is 
directed to Section of the Com¬ 

mission's Rules for provisions governing 
the time for filing and other require¬ 
ments relating to such pleadings. 

Pcokral ComttrwicATiojfS 
Commission, 

Vincent J. Mullins. 

Secretary. 

Apvemhx 

BPH 0070 (newt. Dubuque, Iowa. Future 
Broadcasting. Inc Req: 102.3 mHz. Chan¬ 
nel No 272A. ERP 2 kr. HAAT: 300 It. 
BFH-9983 Alliance. Nebr.. Fartnar- 

H1U Broadcasting. Inc. Req: 92.1 mHz: 
Channel No 221A FRF: 3 kw. HAAT: 300 
ft. 

BPH-9984 inrei. Stark vllle. . Southern 
Broadcasting Corp Rcq: 92.1 mHx; Chan- 
nel Bo. 22LA ERP: 3 lew; HAAT: 292 ft. 
. BPH— 10005 (new). Moreheod City.N.C..Orace 
Missionary Bapttet Church. Inc. Rcq: 103-3 
nxHz; Channel No. 277C. ERP: 100 kw; 
HAAT: 459 ft (Allocated to Moorehead- 
Beaufort, N.C.) 

BPH-10032 (newi. Red mud. Calif.. John E. 
A Diane M Bryiifctaon. Req: 109-S milt 
Channel No 272A ERP: 2.83 kr. HAAT: 
49 ft. 

BPH-10039 (newi, Aurora. Nebr.. KAFKA/ 
KAFKA, Req: 103.1 mRt: Channel No. 
276A. ERP: 3 kw; HAAT: 129 ft. 

BPH-10056 KDAB-FM Ogden. Utah. D A B 
Broadcasting Company, Inc. Ha*: 101.1 
mHx; Channel No. 266c. ERP. 100 kW; 
HAAT; 700 ft. (Lie). Req: 101.1 mHx; 
Channel No 266c. F.RC: 25 kW; HAAT. 
3742 ft 

BPH-10073 (new). Monett. Mo,. Monett 
Broadcasting Co Req: 96.9 mHz: Channel 
No. 240A ERP: 3 kW; HAAT: 270 ft. 
BPH-10213 (new). Woodstock. N.Y. Wood¬ 
stock Radio. Inc Req: 100.1 mHz: Channel 
No. 261 A. ERP I 29 kW: HAAT: 463 ft. 
BPH-10275 (new). Redding. Calif . Redding 
FM Communications, Inc. Req: 104 3 mHx; 
Channel No 282r. ERP: 25 kW; HAAT. 
3580 ft. 

BPH-10330 (new). Carthage. Miss.. Central 
MhMlwdppl Broadcasting Co.. Inc Req: 99 3 


mHz; Channel No. 252A. ERP 3 kW; 

HAAT. 291 ft 

BPH-10331 (new). Manlius. N.Y. AOK Oom- 
mualcationa, Inc. Req: 953 mHz; Chan¬ 
nel No. 237A. ERP: .410 kW; HAAT: 704 
ft. (Allocated to Caeenovln. N.Y.) 

BPH-10335 (new). Chandler. ArU.. Chandler 
Communications CO.. Inc. Req* 107.9 mHz: 
Channel No 300C ERF: 100 kW: HAAT. 
977.8 ft 

BPH 10336 (newi. Phoenix. Aria. Radio 
Phoenix. Inc. Rcq: 99-9 mHz: Channel No 
260C. ERP: 100 kW: HAAT; 1671 ft 
BP1I-10337 (new). Avon Park. Fla.. High¬ 
lands Ridge. Inc. Req: 106.3 mHz; Channel 
No. 292A. ERP: 2*5 kW; HAAT. 310 ft. 

BPH 10338 (new). Blackshear. Oa. JDO 
Broadcasters. Inc. Req: 104.9 mHx: Chan¬ 
nel No. 285A ERP: 3 kW: HAAT; 300 ft. 
BPH-10339 (new), Powler, Calif.. Edward O. 
AUinger. in. Req: 96.7 mHz; Channel No. 
344A. ERP: 3 kW; HAAT; 300 ft. 

BPII-1C346 (new), Cleveland. Teun . Bradley 
Enterprises. Inc. Req: 98* mHz; Channel 
No. 252A ERP: 3 kW; HAAT; 300 ft. 

BPH 10347 (new), Tucson. Arts.. Tucson FM 
Broadcasting Corp. Req: 107-5 mHx: Chan¬ 
nel No. 298C. ERF: 95 kW; HAAT. 2,000 ft. 
BPH-10349 (new). Phoenix. Aria. Herbert W. 
Owens, Jr. Req: 99* mHx; channel No. 
260C. ERP: 100 kW; HAAT: 1*74 fU 
BPH-10350 (new). Grcenport, N.Y. Twin 
Fork* Broadcasting. Inc. Rcq: 101.7 raHX; 
Channel No. 269A. ERF: 3 kW; HAAT. 
300 ft. (Allocated to Soutbhold. N Y.) 

BPH 10351 (new). Baldwyn. Ml**.. Town and 
Country Broadcasting Co. of Tupelo. Heq: 
95.9 mHx; Channel No. 24GA. ERP: 3 kW; 
HAAT; 300 ft. 

BPH-10352 (new). Tkoa. N. Mcx „ Tao* Com¬ 
munication* Oorp. Req: 101.7m Hz; Chan¬ 
nel No 269A ERP: 3 kW; HAAT. 655 ft. 
BPED 220) KERS. Sacramento. Calif., 0*11- 
fornia State University. Sacramento. HAS: 

. 90.7 mHz*. Channel No. 214B. ERP: 5.4 kW; 
HAAT. 69 ft. (Lie). Req: 88* mHz; Chan¬ 
nel No. 205B. ERP: 22* kW; HAAT; 680 ft- 
BPED-2263 (new), Elsie. Mich.. Ovld-Elslc 
Area Schools. Req . 912 uilU. Channel No. 
2I7D TPO: 01 kW 

BPFD 2274 WFCT. Pranklln. Ind., FrankHn 
College of Indiana Has: 88.3 mHz: Channel 
No 207D. TPO: 01 kW. (Lie). Req 89 5 
mHx; Channel No. 209B ERP 3*8 kW; 
HAAT: 82 ft. 

BPED 2304 (new). Yakima. Wash.. Northwest 
Chicano Radio Network. Req: 01* mHx. 
Channel No 220C ERF: 18.6 kW: HAAT: 
924 ft. 

BPKD 2308 (new). Gresham. Oreg. E Side 
Area Education District, Mt. Hood. Req: 

88.5 mUi, Channel No. 203A. ERP: 7* kW; 
UAAT: 882 ft. 

BFED-2313 K25C, Santa Cruz. Calif., The 
Regent* of University of California Ha*: 
88 1 mHz; Channel No. 201D. TPO: .01 kW. 
(Lie) Req: 88.1 mHz; Channel No 201A 
ERP: 125 kW; HAAT: 467 ft. 

BPED23M (new). Morgantown. W Va., Edu¬ 
cational Broadcasting Authority. Req; 90* 
mUi; Channel So 216B. ERP 3 98 kW; 
HAAT: 1.440 ft. 

BP ED 2328 KWBI, Morrison. Colo. Western 
Bible College Ha*. 91.1 mHz; Channel No. 
216C. ERP: 26 kW: HAAT: —250 ft (Lie). 
Req: 91.1 mHx; Channel No 216C ERP: 
6 kW; HAAT: 1.184 It. 

BPED 2337 (new). MontlceUo, Maine Montl- 
celTo Community Broadcasting. Inc., Req: 

89.5 mHz; Channel No. 206D. TPO: .01 kW. 
BPED 2J91 (new). Honolulu. Hawaii. Ha¬ 
waiian Island* Public Radio. Req: 68-1 
mHz; Channel No. 201C. ERP: 26.6 kW; 
HAAT: 2.123 ft. 

| FR Doc.77-7602 Plied 3-14 77:8:45 am) 


INTERNATIONAL AND SATELLITE 
RADIO 

Applications Accepted (or Filing 

March 7. 1977. 

The Applications listed herein have 
have been found, upon Initial review, to 
be acceptable for filing. The Commission 
reserves the right to return any of these 
applications If. upon further examina¬ 
tion. it Is determined they are defective 
and not in conformance with the Com¬ 
mission's Rules. Regulations and its Pol¬ 
icies. Final action will not be taken on 
any of these applications earlier than 31 
days following the date of this notice. 
Section 309(d)(1). 

Federal Communications 
Commission. 

Vincent J. Mullins, 

Secretary 

SATxzxm Commukicatiow* Swxvtce* 

3 D88 MP 77 RCA American Communica¬ 
tion*. Inc. Spare-on-thc-Oround Modifica¬ 
tion of construction permit for it* third 
satellite apace station. RCA SATOOM Model 
F3. to provide optional uplink accea* in the 
14 GUz satellite band* (14.0 to 14 5 GHz). 
Proposed modification to the spacecraft 
payload Include* the antenna*, receivers 
and switches necessary to receive signal* 
in the 140 to 148 GHz band and amplify 
and retransmit these s i g n al* to earth In 
the 4 GHz band, as presently authorized. 
166 DbH-MP-77 RCA Alaska Communica¬ 
tion*. Inc. (KD50) Eagle River. Aliuxa 
Modlficatlan of construction permit to al¬ 
low simultaneous construction for a sec¬ 
ond 15 meter antenna Immediately adja¬ 
cent to the first. 

162 DBE-P-77 RCA Alaska Communica¬ 
tions, lac., Russian Mission. Alaska. Far 
authority to construct a communication* 
satellite earth station at this location for 
operation with a domestic commuuuat i. .> 
satellite system- Let. 61'47'I I". Long 
IWIOTI". Rec. freq: 3.7-4 2 MHz. Trane 
freq: 5925-6425 MHx. Emission 25 7F9 
With a 4.5 meter antenna. 

163 DSE-P-77 RCA Alaska Communica¬ 
tions, Inc., Crooked Creek, Alaska For au¬ 
thority to construct a communications 
satellite earth station at thin location for 
operation with a domestic communication* 
satellite system. Lot. 61*5216 % Long 
158*06*06". Rec freq: 3.7-4* MHx Trans, 
freq: 5925 6425 UUa. Emission 25.7FP 
With a 4.5 meter antenna. 

164D6E-P-T7 RCA Alaska Communica¬ 
tions, Inc . Red Devil. Alas ka For authority 
to construct a communication* satellite 
earth station at this location for operatic:; 
with a domestic communication* satellite 
system. Lat. 61*47 04". Long 157 * 20 * 00 *'. 
Rec. freq: 3.7 4.2 MHx Trans, freq: 6623- 
6425 MHx Emission 23.7F9 With s 45 
meter antenna. 

165- D6E-P-77 Board of Trustees. Southern 
Illinois Univeniity. Carboodale. IMnot* ror 
authority to construct, own and open*** * 
domestic communications satellite reccive- 
only earth station at this iocattou. Lat. 
37*42*54**, Long. 89*13*33". Rec freq 3 • 
4.2 MHx. Emission 3C00QFV. With a 10 meter 
antenna, 

166- DSE-P-77 Delta College. University 
Center. Michigan. For authority to con- 
struct, own and operate a domestic com¬ 
munications satellite recelve-only earth 
station at this location. Lot. 43*33 43 
Long. 83*58*55*'. Rec freq: 3 .7-4.2 MHx 
Emission 36000F9. With a 10 meter 
antenna. 
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157-DSK-P-77 Fresno County Board of Edu¬ 
cation. Fresno. California. For authority to 
construct* own and operate a domestic 
communications satellite receive-only earth 
station at this location. Lat. 36*49 39**. 
Long. 119*61*42". Rec. freq: S.7-4.2 MHz. 
Emission 36000FV With a 10 meter 
antenna. 

168 D8B-P-77 Kentucky 8tate Board of 
Education. Lexington. Kentucky. For au¬ 
thority to construct, own and operate a 
domestic communications satellite receive- 
only earth station at this location. Lat. 
36*01*26". Long. 119*81*41". Rec. freq: 3.7- 
4 2 MHz Emission 36000P9. With a 10 meter 
antenna. 

1^9 DSE-P-77 Mich tana Public Broadcast¬ 
ing Corporation. Elkhart. Indiana. For au¬ 
thority to construct, own and operate a 
domestic communications satellite recelve- 
only earth station at this location. Lat. 
41*41*46**. Long. 88 00 29**. Rec. freq: 3.7- 
4.2 MHit. Emission 36Q00F9. With a 10 meter 
sntenna. 

173D3E-P-77 Communications Services. 
Inc.. W lull eld. Kansas. For authority to 
construct, own and operate a domestic 
communications satellite receive-only 
earth station at this location. Lat. 37 *15*- 
05 *. Long. 96*68*16**. Rec freq: 3.7-4-2 
MH*. Emission 36000F9 With a 4 5 meter 
antenna. 

17L-DSE-P-77 Communications Services. 
Inc.. Hutchinson, Kansas For authority to 
construct, own and operate a domestic 
•mmunlcationa satellite recclve-only 
earth station at this location. Lat. 38*03'- 
22*'. long, 97*57*64**. Rec freq: 3.7-45 
MHz Emission 30000F9 With a 40 meter 
antenna. 

175- DSE-P/L-77 Cox Cable Communica¬ 
tions, Inc.. Pensacola. Florida. For author¬ 
ity to construct, own and operate a domes¬ 
tic communications satellite rcceive-only 
earth station at this location. Lat 30*28*13’*. 
Long. 87*14*45". Rec freq: 3.7-4 2 MHz. 
Emission I None luted). With a 10 meter 
antenna. 

176- DSE-P/L-77 Spanish International 
Communications Corporation, Miami. 
Florida. For authority to construct, own 
and operate a domestic communications 
satellite receive-onlv earth station at this 
■ocatlon. Lat. 26*67*27**. Long 80*12*43". 
Rec. freq: 3.7-45 MHz, Emission 3GOOOF9 
With a 10 meter antenna 

177 DSE-ML-77 Frontier Broadcasting Co. 
4KB61), Cheyenne. Wyoming Modification 
of license to permit the reception of signals 
of Channel 17. 8tatlon WTCG TV. Atlanta. 
Georgia. 

1 T8-DSK-Rr-77 General Electric Radio Serv¬ 
ices Corporation (WB22). Valley Forge. 
Pennsylvania. Renewal of license for a de¬ 
velopmental fixed satellite earth station, 
from: April 8. 1977 to: April 8. 1978 

IFR Doc.77-7603 Filed 3-14-77:8:45 am) 


COMMON CARRIER SERVICES 
INFORMATION 

Applications Accepted for Filing 

March 7. 1977. 

The applications listed herein have 
been found, upon Initial review, to be ac¬ 
ceptable for filing. The Commission re¬ 
serves the right to return any of these 
applications. If upon further examina- 
1 n. it is determined they are defective 
and not in conformance with the Com¬ 
mission's Rules and Regulations or its 
Policies. 

Pinal action will not be taken on any 
' f these applications earlier than 31 days 


following the date of this notice, except 
for radio applications not requiring a 
30 day notice period (See 5 309 (o) of the 
Communications Act), applications filed 
under Part 68. applications filed under 
Part 63 relative to small projects, or as 
otherw ise noted. Unless specified to the 
contrary, comments or petitions may be 
filed concerning radio and Section 214 
applications within 30 days of the date 
of this notice and within 20 days for Part 
68 applications. 

In order for an application filed under 
Part 21 of the Commission's Rules (Do¬ 
mestic Public Radio Services) to be con¬ 
sidered mutually exclusive with any 
other such application appearing herein, 
it must be substantially complete and 
tendered for filing by whichever date is 
earlier: (a) the close of business one 
business day preceding the day on which 
the Commission takes action on the pre¬ 
viously filed application; or (b) within 
60 days after the date of the public no¬ 
tice listing the first prior filed applica¬ 
tion (with which the subsequent appli¬ 
cation Is In conflict) as having been 
accepted for filing. In common carrier ra¬ 
dio services other than those listed un¬ 
der Part 21. the cut-off dote for filing a 
mutually exclusive application is the 
close of business one business day pre¬ 
ceding the day on which the previously 
filed application Is designated for hear¬ 
ing. With limited exceptions, an appli¬ 
cation which Is subsequently amended by 
a major change will be considered as a 
newly filed application for purposes of 
the cut-off rule. TSee 5 1.227(b)(3) and 
21.30*b) of the Commission's Rules.] 

Federal Communications 
Commission. 

Vincent J. Mullins. 

Secretary. 

Aptlicattons Accctttd ro* Fxlinc. 

DOMESTIC runuc LAND MOBILE HADIO SERVICE 

20668--CD~AL-(6) -77 William T Peacock, 
Jr., dba Peacock Radio Service. Consent to 
Alignment of License from Peacock Radio 
Service. Assignor to Mobilfone. Inc., As¬ 
signee Stations: KIJ357. Clearwater. Flor¬ 
ida: KIY511 and KLF862. St, Petersburg. 
Florida; KYT844. Brooknvtlie. Florida; and 
KWT880. New Port Richey. Plorida- 
20659-CD AL-77 Mathews Telephone An¬ 
swering Service. Inc. Consent to Assign¬ 
ment of License from Mathews Telephone 
Answering Service. Inc., assignor to Bertha 
C. Mathews dba Mathews Telephone An¬ 
swering Service, assignee. Station KGI274. 
Great Falls. Montana. 

20860 -CD-P- (2) -77 Williamsport Mobile 
Telephone Company (KUS265). CJ». to 
change antenna system operating on 
454.175 and 454 200 MHz located 2.0 miles 
SB of South Williamsport, Pennsylvania. 
20861-CD-AL- (3) -77 Southeast Mobil- 
phone, Inc. Consent to Assignment of Li¬ 
cense from Southeast Mobil phone. Inc., 
assignor to Telpage of Tennessee. Inc., as¬ 
signee. Stations: KIK580. Chattanooga 
Tennessee: and KFL016 and KLFtflO, Look¬ 
out Mountain, Tennessee. 

20662-CD-AL-77 Radio Dalton. Inc. Con¬ 

sent to Assignment of License from Radio 
Dalton. Inc., assignor to Telpage of Ten¬ 
nessee. Inc., assignee. Station: KIM900. 
Dalton, Oeorgta 

20863-CD-AL—77 Baker's Ambulance Serv¬ 
ice. Inc. tr as Everett Ambulance Consent 


to Assignment of License from Everett Am¬ 
bulance. assignor to Kelley's Radio Tele¬ 
phone, Inc., assignee. Station: KLF598. 
Everett. Washington. 

20864-CD-P-77 Charles R. Crawford (new). 
C.P. for a new 1-way station to operate 
on 168.70 MHz to be located at Santa Tnez 
Peak, Los Padres National Forest. Santa 
Ynez Peak, California. 

20865-CD-P-77 James L. Adams, Jr. (new). 
C.P. for a new station to operate on 454.050 
MHz to be located 1 mile south of Junction 
Highway 90 and 71 on Highway 71. Mari¬ 
anna. Florida 

20866-CD P- (2) -77 Ot-acral Telephone 

Company of the Southwest (KKQ966I. 
C.P. to replace transmitter operating on 
152.61 and 162.76 MHz located at 301 South 
Amherst, Perry ton. Texas 
20867-CD-P-(8) -77 South Central Bell 
Telephone Company (KIB532). CJP. to 
change antenna system operating ou 
162.51, 152.68, 152.72, 152 81. 152.63. and 
152 69 MHz located at Sharps Ridge Me¬ 
morial Park. Knoxville. Tennessee. 

20688-CD-P-77 Cal-Autofone < KMD684 •. 
C.P. to replace transmitter, change an¬ 
tenna system, change frequency from 
35.58 MH* to 152.24 MHz. and relocate 
facilities to be located at End of Hum¬ 
boldt Road, 4 miles South of Eureka, Cali¬ 
fornia. 

20869-CD P 77 Northern Illinois Radio 
Phone A Paging Systems, Inc. (KSD316). 
C P. for additional facilities to operate on 
35.22 MHz to be located at a new site de¬ 
scribed as Loc. No. 2: IBM Building. State 
and Klnzlc, Chicago, Illinois. 
20870-CD-P-(2) -77 James H Stevens dba 
Stevens Radio Communications (KLF491) 
C.P. for additional facilities to operate on 
454 100 and 454 125 MHz located at 1865 
Jacksonville Road. Ocala. Florida 
20872-CD-P-77 Southeastern Paging, Inc. 
(new). C P. for a new 1-way station to oper¬ 
ate on 35.58 MHz to be located at 4650 Weak 
tJ-8. 223. Adrian. Michigan 
20873-CD-P-77 James H Stevens dba 
Stevens Radio Communications (new) c P 
for a new 1-way station to operate on 35 22 
MHz to be located at 1865 Jacksonville 
Road. Ocala, Florida. 

20874-CD' P- (4) -77 8outh Central Bell 
Telephone Company f KKD292). C.P. to 
change antenna system operating on 152.51. 
162.63. and 152 81 MHz, base and 167.77 and 
157.89 MHz, test faculties at Loc. No 1 : 
820 Poydra* Street. New Orleans. Louisiana. 
2087S-CD-P-(2)-77 Clear Lake Independent 
Telephone Company (KFL9I3). C.P. to re¬ 
place transmitter, change antenna system 
and retocate faculties operating on 152.66 
MHz and for additional facilities to operate 
on 152.69 MHz all to be located at 504 8th 
Avenue. North. Clear Lake. Iowa. 
20876-CD-P-77 DPRS. Inc, dba Zlpcall 
(KCB8901. C.P to change antenna system 
and relocate facilities operating on 43.68 
MHz at loc. No. 4 to be located at 10 York 
Ave nue. Randolph, Massachusetts. 

20877'-CD-P-77 The Farmers Telephone 
Company (new). C P. for a new 1-way sta¬ 
tion to operate on 35.22 MH* to be located 
at RFD No. 3, Lancaster. Wisconsin. 
20878-CD-P-77 Telpage of South Carolina 
(new). C.P. for a new l-way station to 
operate on 152.24 MH/ to be located 3 8 
miles NE of city center. Summerville. South 
Carolina. 

20879-CD-P- (3) -77 W L. Anderson dba 
Western Communication Service <KKG- 
416), C.P. for additional faciltiee to operate 
on 152.15 MHz. base, and 459 200 MHz, re¬ 
peater. at a new site described as Loc. No. 8 
to be located at Fawcett Ranch. 8 miles 
West of Sonora. Texas; and for additional 
facilities to operate on 454.200 MHz. con¬ 
trol. at Loc. No. 1: 320 West 26th Street, San 
Angelo. Texas. 
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20680-€D-P~<2)-T7 RAM Broadcasting of 
Taxsz. lac. (KWT848) talf-ground). C.P. 
to change antenna ays Lem and relocate 
facilities operating on 454-800 and 454.876 
MHs to be located at 1801 Dragon Street. 
Dallas, Texas. 

20881-CD-P-(4)-77 New Jersey Bell Tale- 
phone Company (KEK270) (develop* 
mental). CP. to change frequency from 
418.126. 418.176. 418.925. and 416.975 MH* lo 
416 8025. 416.9625. 4168875. and 416.9875 

MHz located at 446 Georges Hoad. North 
Brunswick. New Jersey. 

20882~CD-JM4)-77 New Jersey Bell Tele¬ 
phone Company (KEK271) (develop¬ 
mental). CP. to change frequency from 

416.125, 416 225. 418 926 and 416.975 MH* to 
416.8825. 4169625, 4169125, and 4169875 
MHz located at 540 Broad Street. Newark. 
New Jersey. 

20883-CD-P-(4)-77 New Jersey Bell Tele¬ 
phone Company (KEK272) (develop¬ 
mental). CP. to change frequency from 

416.125. 416.175. 416.875. and 416975 MHs to 
4168625. 416.9375. 416.8875, and 4169875 
MH* located 218 East State Street. Trenton, 
New Jersey. 

20884-CD-P-(3)~77 The Bell Telephone 
Company of Pennsylvania (K01268) (de¬ 
velopmental ). CP. to change frequency 
from 416.175. 416975. 416.075. MHz to 
415.8875. 4169375, and 4169875 located at 
12 South 12th Street, Philadelphia, Penn¬ 
sylvania. 

20885-CD-P- (3) -77 The Diamond State 
Telephone Company (KG1269) (develop¬ 
mental). CP. to change frequency from 
416.175. 416.225. and 416975. MHz to 416.- 
8876. 4109125. and 418.9375 MH* located 
at 919 Market Street, Wilmington, Dela¬ 
ware. 

20886-CD-P- (3) -77 The Chesapeake and 
Potomac Telephone Company of Maryland 
(KOI270) (developmental). CP. to change 
frequency from 416.225. 416.875, and 416.- 
925. MHz to 4189125. 416.9876. and 4169625 
MH* located at 2.7 miles SSE of North East. 
Maryland. 

20B88-CD-P- (3) -77 The Chesapeake and 
Potomac Telephone Company of Maryland 
(KOX272) (developmental). CP. to change 
frequency from 416.125,416925, and 416.925 
MHz to 416.8625. 4169125. 4169825 MHz 
located at Cedar Drive. Edgcwood, Mary¬ 
land. 

20889-CD-P- (4) -77 The Chesapeake and 
Potomac Telephone Company of Maryland 
(KCOI273) (developmental). CP. to change 
frequency from 416.125. 416.175, 416925. 
and 416975 MH* to 4169625, 4169875. 
4169625. and 416.9675 MH* located at 7781 
Landovar Road. Londover, Maryland. 
29890-CD-AP-77 Herndon Y. Robinson, Jr., 
dba Robinson Enterprises. Consent to As¬ 
signment of CP. from Robinson Enter¬ 
prises, assignor to Answer. Inc. of Houston, 
Assignee. Station: KUD221. Huntsville, 
Texas. 

20891 -CD~P/Lr-77 Alrslgnal International. 
Inc. (KWU448) (developmental). CP. to 
change antenna system operating on 73.96 
MHz, control located at 125 East 31st Stmt, 
city. Missouri. 

20892 -CD-P-77 M M Answering 8ervice. Inc. 
(new). CP. for a new station to operate on 
15291 MHz to be located approx 19 mile 
West of Bradford. Pennsylvania. 
20893-CD-P-77 (K1P630). Dee Wetmore dba 

WeHtside Answering Service (K1P630). CP. 
for additional facilities to operate on 158.70 
MHr. to be located at a new site described 
as Loe. 2: 4 miles 88E of Dover. Florida 
20894-CD-P-77 Lane Paging, Inc. (KU8- 
383). CP. to relocate facilities operating on 
156.70 MHz to be located on Blanton 
Heights SW of Eugene. Oregon 


oomnon 

30763-CD-P- (2) -77 Trt-Page Corporation. 
Correct to read: CP. for a new 1-way facu¬ 
lty. All other particulars to remain aa re¬ 
ported on PN No. 846 dated February 14. 

1977. 

MAJOR iMCmHONTS 

20685-CD-P-77 Message Center. Inc. (new). 
Hartford, Connecticut. Amend base fre¬ 
quency 43.58 MHz to read 4392 MHz. All 
other particulars are to remain as reported 
on PN No. 843 dated January 81. 1977. 

LN roast AT TVS 

It appears that the following applications 
may be mutually exclusive and subject to 
the Commission's Rule* regarding ex parte 
presentations, by reasons of potential elec¬ 
trical interference. 

coHM iaxir r 

Hofmann. Telephone Answering Service. Inc. 

(New). 20035—CD-P-(2)-77. 

Phone Depots of Connecticut, Inc. (KKC485). 
22577-CD-P-76. 22756-CD-P-76 

RUSAL RADIO STXVICZ 

602 l5-CR^P/Xr-77 United Telephone Com¬ 
pany of Florida (New), CP. and License for 
a new rural subscriber station to operate 
on 15793. 15799, and 15795 MHz to be 
located 2 mllee West of Plneland, Uscppa 
Island. Plortda. 

60216-CR-P/L-77 The Mountain States Tel¬ 
ephone and Telegraph Company (New), 
CP. and License foe a new rural subscriber 
station to operate on 16796 MHz to be lo¬ 
cated 10 8 miles SSE of Levan, Utah. 

60317-CR-P-77 The Mountain States Tele¬ 
phone and Telegraph company (New), CP. 
for a new rural subscriber station to oper¬ 
ate on 15790 and 16792 MHz to be located 
at Saline. Utah. 

1612- CF-P-77 The Pacific Telephone and 
Telegraph Company (KMA37), Oat Min., 
59 mllee SW. of Newhall. California, Let. 
34*18'47" N.—Long. 118*36 00" W. CP. to 
change emission designator from 20000P0 
to 33000F9 on frequencies 11305V, 11625V. 
11225V, 11465V MH* toward Loe Angeles. 
California 

1613- CF-P-77 Same (KMA38). 420 S. Grand 
Ave., Loa Angeles, California, Lat. 
34*03*02" N—Long 118*15*08" W. CP. to 
change emission designator from 20000F9 
to 33000F9 on frequencies 10895V. 10736V. 
108I6V. 11055V MHz toward Oat Mtn, 
California. 

1634-CF-P-77 American Telephone and 
Telegraph Company (KAC71), 59 miles 
West of Worden. Kansas, Lat. 38*47*07" 
N—Long 95*26*00" W. C.P. to add 
frequency 4100V MHz toward Paola. 
Kansas. 

1625-CF- P-77 Same (KAR83). 6 8 miles 
NW. of Paola, Kansas. Lat, 38*37*31" N.— 
Long 94*50*14" W. C P. to add frequencies 
4198V MHz toward Worden and 4198V MHz 
toward Cygne. 

] 626-CF-P-77 Same (KAR84). 6 miles NE. 
of Cygne. Kansas. Lat. 38*24* 14" N.—Long. 
94*40*28" W. CP. to add frequencies 4190V 
MHz toward Paola. Kansas, and 4190V MHz 
toward Dayton, Missouri. 

1627-CP-P-77 Some (KAR85). 0.6 mile 88E- 
of Dayton. Mbsourl, Lat. 38*38'54" N.— 
Long. 94*11*29" W. CP. to add frequencies 
4198V MHz toward La Cygne. Kansas, and 
4198V MHz toward Holden. Missouri 
1628 CF-P-77 Same (KAR86), S3 miles E- 
of Holden. Missouri, Lat. 38*42'26" N.— 
Long. 93*55 20 W. CP. to add frequencies 
4190V MHz toward Dayton and 4190V MHz 
toward AuUvlllc. Missouri. 


1629-CF-P-77 Same (KARI7). 3 mite* S. of 
AuUvllle, Missouri, Lat- 38* 58*30* * M.— 
Long. 03*40*58** W. CP. to add frequence 
4198V MHz toward Holden and 4198V MH 
toward Dover. Missouri. 

1630 OF P-77 Same (KAH92). 3.4 miles Y 
of Dover. Missouri, Lat. 38*11*34'* N 
Long. 93*37'31" W CP to add antenra 
and frequencies 4100V MH* toward Auil- 
vtlle and 2129H MHz toward Knoxvii - 
Missouri. 

1631-CF-P-77 Borne (KAW74). 2 miles NW 
of Knoxville. Missouri, Lat. 39•27*45" N.— 
Long. 04-03 02" W CP. to add an tern is 
and frequencies 2170H MHz toward Dover 
and 4190H MHz toward Cameron. Mtasou:] 

1633-CF-P-77 Same (KAW75), 7 mile* 

NNE of Cameron. Missouri. Lat. 39*50*04 
N—Long. 94*11*15" W. CP. to add fire 
qttenrte* 4198H MH* toward Knoxville and 
4108H MH* toward Helena, Missouri 

1633-CF-P-77 Same (KAR80). 10 mile* 

ENE of Helena. Missouri. Lat. 4Q*65'21'* 
N.—Long. 04*37*05" W. CP. to add fre¬ 
quency 4190H MH* toward Cameron. 
Mlssnnii. 

1655 CF-P-77 Southwestern BeU Telephone 
Company (KSW32), 1702 Gore Street. Lav, - 
ton. Oklahoma, Lat. 34*36*30'* N. —Lone 
98*24*48** W. C P, to add frequency 58452V 
MHz toward Letttla, Oklahoma 

1656 CF-P-77 Same (WAU213), 0.5 mil** 
ESE of Lefltia. Oklahoma. Lat 34*34*44*' 
N.—Long. 98*12*13" W. C P. to add fre¬ 
quency 0197 2H MH* toward Lawton. 
Oklahoma, and add a'new point of com¬ 
munication on frequency 6197 2H MHr 
toward Duncan. Oklahoma, on azimuth 
111 2 degrees. 

1657-CF-P-77 Same (New), 201 South 8th. 
Duncan, Oklahoma. Lat. 34*29*58" N — 
Long. 07*57*26" W. CP. for a new statin 
on frequency 5945.2V MHz toward Let It m 
O klahoma on azimuth 291.4 degrees 

1674 CF-P-77 General Telephone Company 
Of the Northwest. Inc. (New). CRNR of 9 
Street and N. Lake Ave.. Lakeside. Oregon, 
Lat. 43*34*34" N.—Long. 124*10*17** W. 
C P. for a new station 2162.4H MHz toward 
Lakeside PR on azimuth 756 degrees and 
from passive reflector to Hauser, Oegon. 
on axtmuth 206.9 degrees. 

1675-CF-P-77 Same (KON76). 3 miles 9 of 
Lakeside. Oregon. Lat 43*31*59 * N. — Long 
124*10*32" W. C.P. to add a new point of 
communication on frequency 2U2.4H MH/. 
toward Lakeside. Oregon, passive reflector 
on azimuth 26 0 degrees. 

1681-CF-P-77 Indiana B eU Te lephone Cor. - 
panv. Incorpor a ted (WHT02). 2 2 mil** 
E8E of Vincenne*. Indiana. C.P. to change 
polarization from horizontal to vertical on 
frequencies 11285. 11685 MHz toward Mon¬ 
roe Cl tv. Indiana, 

1682 CF-P-77 Same (KTQ47). 0 6 mile W 
of Monroe City, Indiana, CP. to change 
polarization from horizontal to vertical 
10796. 11116 MHz toward Vincennes. 

Indiana. 

1590-CF-P-77 United Inter-Mountain Te.r- 
phone Company (KJH26). 176 South FLr«« 
Street. Wythevllle, Vlrgtnla. Lat. 36*57 <*> 
K.—Long. 81 *04*58" W. C P. to Increase 
antenna structure height and move 
antenna on frequency 6210AH MH* toward 
Sand Mtn . Virginia 

1506-CF-P-77 General Telephone Company 
of Wisconsin (New). 1.5 miles SW. ©* 
Ellison Bav. Wisconsin. Lot. 45*14*19" *»-— 
Long. 87 *05'28" W. CP. for a new station 
on frequency 21154 MHz toward WiAhlnK- 
ton Island. Wlrconirtn. on azimuth 40 8 a 


1586-CF-P-77 Same (New). 0.9 mile N- * 
Washington. Island. Wisconsin. 
45*22*11** N.—Long. 86*55*48" W. CP. V* 
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n new station on frequency 2168V MHz 
toward EUltoo Bay. Wisconsin on azimuth 
230.9 depws 

1561-CF-P/L-77 Northwestern Bell Tele¬ 
phone Company (New). temporary fixed 
within the territory of the Grantee. Con¬ 
struction permit and license for new sta¬ 
tion —379M300 MTTs frequency ba; 
I591-CP-P-77 American TWtmmon Relay 
iKNK 67). Toro Peak. 14.1 mllei SSW of 
Palm Spring. California, at 33*31*22* * N.— 
Long lia^S'SO" W : Construction permit 
to add 6419.6H Mils toward Borrego 
springs. California, m power split. 
IW2-CF-P-77 Eastern Microwave. Inc. 
«VVAU 2061. Wood Rill, 2.2 miles 8W. of 
lawrenoe, Massachusetts. Let. 42*39*17" 
—Long. 71*13*05" W.: Conatruction per¬ 
mit to add 11223.0V MMa toward Boa ton. 
PB-. Massachusetts, via power split, on 
azimuth 101 9 degrees. 

10O1-CF-P-77 Eastern Microwave, Inc. 
i KOA 731. State Route 206. 3 miles BE. of 
Walton. New York. Lat. 42*08' 10" N. — 
Long. 75*05*47" W.: Construction permit to 
add 11345 0V MHz toward DehlL New York, 
an azimuth 226 2 degrees. 

1G03-CF-P-77 American Television & Com¬ 
munications Corporation (New). 3 mllca 
NW. of Omatouts. North Carolina. Lat. 35*- 
17'39" N.—Long. 81*13*28*' W.: Construc¬ 
tion permit for new station—G312J0H MHz 
and G271.4H MHz toward Little Plagah. 
North Carolina, on azimuth 283.1 degrees. 

1003-CF-P-77 American Television St Com- 
munlcatlons Corporation (New). Little PU- 
gah. 1.7 mile NE. or Oerton. North Carolina. 
Lat. 35*30'02" N—Long 82*19*58" W.: 
construction permit for new station— 
M^QOjOV and 60193V MHz toward Aahertlle 
and 59604)11 51 Hz toward Hendersonville, 
both in North Carolina, via power aplit. on 
azimuths 3106 and 217.5 degrees, respec¬ 
tively. 

1 '304-CF-P-77 Tower Communications Sys¬ 
tems Corporation (WQR 68). 0 miles North 
of Ironton. Ohio, Lat. 38*32*51" N —Long. 
63*48*48" W.: Count ruction permit to add 
11545.OH and 11225.0H MHz toward 
Kenovm. Wcat Virginia, via power split* on 
azimuth 154 2 degrees. 

I505-CF-P-77 Mid-Kanaos. Inc. (KZA 43). 
0.6 mile East of Lyons, Kansas, Lat. 38'- 
20*48" N —Long. 93*10*23" W,: Construc¬ 
tion permit to add 8271.4V MHz toward 
El!inwood and Ellsworth, both la Kansas, 
via power split, on azimuths 270.3 and 351 6 
degrees, respectively. 

1016-CF-P-77 Eastern Microwave. Inc. (KCL 
96). Rutland, 3 ml lea NW. of West Rut¬ 
land. Vermont, Lat. 40*37*27" N.—Long 
73'06’06" W.: Construction permit to 
change transmit station name and change 
frequency to 6241.7V MHz toward Mount 
Pritchard, Vermont, on azimuth 3582 
degrees. 

101 l-CF-P-77 Western Tele-Comrrmnlca- 
Uona. Inc. (KBP 65). Cooper Mtm. 12.3 
milee NW. of Bonneville, Wyoming. Lat 
43*26*15" N—Long 107*59'47" W.: Con- 
straction permit to add 6352.9H MHz to- 
Thermopolis and to change existing 
frequencies to above frequency toward 
Worland. Riverton, and Lander, all In Wy¬ 
oming. via power aplit. 
lCSO-CF-P-n Eastern Microwave. Inc. 
(wow). Spectrum. Patttaon Avenue. Phila¬ 
delphia, Pennsylvania. Lot. 39*54*16" N.— 
Long. 75*10*18" W.: Construction permit 
for new station—10715 OH MHs toward 
Roxborough. Pennsylvania, on azimuth 
•*39*1 degrees, 

E ** t * rn Microwave. Ihc. 
»WT>D 07) Roxborough. Domino Lane. 
Roxborough. Pennsylvania. Lat. 40*02*30" 
73MV * 4 '' w " Construction per¬ 
mit to add 6152.8V MHs toward W. Rock- 
hiu, Pennsylvania, on azimuth 346.1 de¬ 
gree* 

^«0-cr -iVL-77 American Telertatoa tc 
C-omm U nj c ^ k > n , (New). Tomporar, iUed 
within the territory of the grants. Con- 


structlon permit and license for new sta¬ 
tion on frequency bands—5925-6423 MHz 
and 10700-11700 MHZ. 

16 33-CF- P-77 Cableoom-General, Inc. 

(WHT 90). I mil© ESE of Sin ton. Texan. 
Lat. 28*01*28" N— Long. 97*29*21" W.: 
Construction permit to correct transmit 
station coordinates and to add 6390 OH 
MHz toward Corpus Chriatl. Texas, via 
power split, on azimuth 158.4 degrees. 
1570-CF-MP-77 Micro bond Corporation of 
America (WPF 47). West Osbourne Road. 
Phoenix. Arizona. Lat, 33*29*14*6" N — 
Long. 112*07*18" W.: Construction permit 
to change transmit station location—6167.- 
6H MHz toward Southern Mtn . Arizona, 
on azimuth 342 9 degree*. 
!306~CF-TC(25)-T7 Microwave Trarvsmfa- 
alon Corporation. Application for transfer 
of control of point to point microwave 
radio authorizations of Microwave Trans¬ 
mission Corporation, from Wyly Corpora¬ 
tion (before recapitalization). Transferor, 
to Wyly Corporation (after recapitaliza¬ 
tion), Transferee, for the following sta¬ 
tions: 

KNK 69—Ctseeta Ridge, California. 

KNL 46—Mt. Chual. California. 

KPR 3—Ravens Roost. Washington. 

KPZ 25—Joe Butte. Washington. 

KTR 46—Frazier Mtn.. California 
KVU 78—Broadcast Peak. California 
WAN 96—Pomerey, Washington. 

WBO 09—Seattle. Washington. 

WQR 42—Tacoma, Washington. 

KNL 31—Fremont Peak. California 
KNL 77—Williams Hill. California 
KPR 33—Mission Ridge, Washington 
NTH 45— Bakersfield. California. 

KVH 57—San Bruno, California 
WAH 469—Bald Butte, Washington 
WBO 58—6quak Mtn. California 
WDD 52—San Antonio HlB. California 
WAU 218— OJal. California 
WBB 352—Tccoa, Washington. 

WPO 27—Bald Ridge. California 
WBA 777—Salinas, California 
WQR 44—Palo Escrlio, California 
WBB 351—Spokane. Washington. 

WPF 96— Monument Pk.. California 
W8A771—Wahatls Pfc.. Washington. 

|FR Doc 77-7604 FUed 3-14-77:8:45 am) 

FEDERAL ELECTION COMMISSION 
SUNSHINE ACT 
Meeting 

Correction 

On page 13866 of the Fedeial r E c- 
istei of Monday, March 14. 1977, FR 
Doc. 77-7418 announcing a meeting of 
the Federal Energy Commission was In¬ 
correctly labeled as Federal Trade Com¬ 
mission. The headings, therefore, should 
read as set forth above. 

FEDERAL MARITIME 
COMMISSION 

CERTIFICATES OF FINANCIAL 
RESPONSIBILITY (OIL POLLUTION) 

Notice of Certificates Issued 
Notice Is hereby given that the follow¬ 
ing vessel owners and/or operators have 
established evidence of financial respon¬ 
sibility. with respect to the vessels Indi¬ 
cated, as required by Section 311(p) ( 1 ) 
of the Federal Water Pollution Control 
Act. and have been issued Federal Mari¬ 
time Commission Certificates of Finan¬ 
cial Responsibility (Oil Pollution) 
pursuant to Part 542 of Title 18 CFR. 


Certificate 

No. 

Sec. 

01067... 


Owner/opera tor and terse!* 


01318,, 

91383... 

01426-., 

01533_ 

01761... 

02013... 

02032... 

02152... 

02200 ... 

02259... 
09996 . 

02473... 

02500... 

02585... 

02715... 

02949... 

03137... 

03139... 

03315... 

03471... 

03478... 

03503... 

03690... 

03730... 

04012... 

04062... 

04113... 

04124... 

04136... 

04172... 

04357... 

04413... 

04481... 

04510... 


04544... 


04771. 

04802. 

05047. 

06089. 

06232. 

05437. 

05549. 

05743., 

06019. 

06037. 

06130.. 

06049.. 

07019.. 

07151., 

07244.. 

07574.. 


FEDERAL REGISTER, VOl 42, NO. 50—TUESDAY, MARCH !J, 1977 


Schlinael Reederel KO (GmbH St 
CO.): Bischofetor, Linzcrtor, 

Wiener tor. Uahnentur, Bunten - 
for, Stephanitor. 

Aug. Borten. Wm. Miller*! Nach- 
folger: William. Since. 

Rederlak tlebolaget Guttaf Ertk- 
aou: Gripo. 

Kuwait Shipping CO. (8A.JC.) :lbn 
Hazm, itm Shuhaid. 

Henry Nielsen OY/AB: Pampero. 
Union Steamship Co, of New Zea¬ 
land Ltd: Union Lyttlcton. 
Granges AB: Saggat 
D. B Denlz Nakllyati T-A-S.: 29 
Ekim. 30 Agusto* 

A P. Kiaveneaa St Co. AS.: Som¬ 
mer* red. 

Flota Mere ante Grmncolacnbiana 
8A.r Ciudad de Nava , 

Neste Oy: Sotka. 

The Great Eastern Shipping Oo. 
Ltd.: Jag Jyou 

Irish Shipping Ltd: Irish Cedar. 
Colllcg. carbon and Chemical 
Oorp.: Columbia. 

Koch Refining Oo.: N MB. 1904 
Allied Towing Oorp : Hot Oil 17. 
STC-4I0. 

Valley Towing 8err1ce. Inc.: BU- 
40. BU-41, BU—42. BU-43. 
Cunard Steamship CO.. Ltd : 
Andria. Andania 

Offshore Marine Ltd.: Mercia 
Shore. 

Afran Transport Co.: A/ran Tide. 
Nlppo Risen Kabttshikl Kalsha: 
Hoyo Moot. 

Nltu Risen K K : USA Mam . 
Shofuku Risen R R : itrate Maru 
The Harbor Tug St Barge Co : St. 

John, St. Maarten. 

Brown St Root, Inc.: Bar- 374 . 
Lib-Ore Steamship Co.. Inc.: Mar- 
Nn. 

Dgland Shipping Oo. A/8: Bonita. 
Mon River Towing Inc.: Mary. 
Maggie # Roman. 

Gulf OU Canada Ltd.: Gulf 
Mackenzie. 

Thomas Marino Co.: OW-I00. 
Eklof Marine Corp.: Great Lakes 
Konlnklljke Nedlloyd B.V.: Ncdl- 
hyyd Rockanfe. 

*^•5^ * Co A ' 8; uae o h 

Sblnzom*ru Oyogyo KabiuhUci 
Raisha; Shinzo Mam No. 3. 

Nlkko Sulsan Rabuahlkl Kalaha* 
Nikko Mam No. It. Nikko Maru 
No. 1. Nikko Maru No. 31. 

Mr. Yoouke Kawaguchi: seixhu- 
maru No. 33. 

Tmcsco CsiuuU Ltd.: Texaco Brave. 
Logan Charter Servlc© me.: Luca 
Logan. w 

PPO Industries Inc,: PPG-320. 
PPG-237. 

H. F. Elmaklpafaiag Islands: Klja- 
fo$*. SkeidsfosM. 

Diamond M Drilling Co.: Diamond 
M Epoch. 

The Dow Chemical Co.: tt ISOS. 
PoUka Zogluga Moraka: Turoszow. 
Roederel Barthold Richters: Bart 
Field Tanks Steamship Co. Ltd : 

Derwent field. Tyne Bridge. 
Niigata Binko Kairiku Unao Co. 

Ltd.: Eastern Highway. 

Northern Shipping Co.: Pioneer 
Severed vlnzka. 

Mickle B. Jones: To HO. 

Allied Shipping International 
Corp : Golden Spray. 

San Containers Chartertng Ltd.: 
Lahneck. 

Three Rivers Shipping Co., Ltd.: 
Sofia T. 

Georgian Shipping Co.: Aksay. 
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NOTICES 


Certificate 

No, 

07624— 

08094... 


08366... 

08507... 

08657... 

08048... 


00172... 
09436. - 
10280... 

10273.. . 

10280 .. . 

10365.. . 

10370.. . 

10422.. . 

11124.. . 

11225.. . 

11283.. . 

11515.. . 

11676.. . 

11700.. * 

11828.. . 

11833— 

11807.. . 
11929— 

11031.. . 

12000 - 

12007- 

12017- 

12020 — 

12032.. . 

12077.. . 

12085.. . 

12107.. . 

12134.. . 

12138.. . 
12141— 

13148— 

12160— 

12170— 

12181.. . 

12189.. . 

12202 .. . 

12207- 

12210 — 
12212 — 

12215.. . 

12218.. . 

12210 ... 

12220... 

12221— 


Owner/operator and vessels 
Joseph Roth Reederel: Franc 
Xaver Kogcl. Georg Kure. 

Snnwft Reito Kibushlkl Kalsha: 
Seishumaru No. 37. Seishumaru 
No. 38. 

Peaqucrlas E*panola& de Bacalao 
SA.: Santa Paula, Santa Elvira. 
Thai Ocean Transportation Co. 
Ltd.: Mena. 

P.M. International Inc.: Adina. 

Veb Deutfracht Seereederel: 
Goerhts. 

Vania Companla Naviera 8A: 
Groce. 

Daerlm Fishery Co. Ltd.: Chun 
Yong No. 6. Chung Yong No. 7. 
Hollywood Marine Inc.: Star J. D. 

11 . 

NamyangsA Oo. Ltd.: Acacia No. J . 
Kuwait Oil Tanker Co. (UJC.) 

Ltd : At Rawdatain. AI Rekkah. 
Parley Augustaaon A/S: Balder 
Trader. 

RKS, Blaes Tramp: Atlas Scan 
Unit Scan. Hercules Scan. 

Garza Naviera SA.: Garza Star. 

8 C Deckahlpe 2 Ltd.: Tarek. 

Cancer Shipping Corp.: Sunny 
Danielle. 

Odeco (UK) Inc; Ocean Bounty. 
Palmer Barge Line Inc.: Woaion 1, 
Wasson 5 

Longan Shipping Ptc. Ltd.: Ivory 
Tellus. 

Energy Cooperative, Inc.: Gary. 
K»smo6 BulkschUTahrt GMBH: 
Bern. 

Cormoran Steamship Co. (Ptc.) 

Ltd.: Iran Cremona. Cormoran. 
Padre Companla Naviera BA.: 
Spctsai. 

Chestnut Shipping Co.: Kittan- 
ning. 

Markin non Mackenzie & Co Ltd.: 
Teeata. 

Vltacarrler 8.A.: Vitacarrier. 

Argyle Shipping Co.. BA : Argyle. 
Silver Navigation BA.: Snow Peak. 
Faith Transocean Corp.: Aqua- 
faith. 

Golden City Maritime Corp. SA.: 
Nanhua. 

Dina D. Slapping Co.: Mastro- 
manolis. 

Tetuan Shipping Corp.: Atlantic 
Current 

Red Sea Navigation 8A.: 7?ior- 
valdsen. 

Arc©m Shipping Management Ltd.: 
Dana Frio. 

CamrORC Maritime Inc.: At Rahim . 
Ev id ream Maritime Co. S-A.: Star 
K. 

Poseidon Companla Naviera SA.: 
Attic ot. 

Seacoaat Shipping Corp.: Doric 
Express. 

Cerrahgtl Denlzclllk Nakliyat Ve 
Tlcaret AA: C Mehmet. 

K, S Petter K Soevlk A Sonner 
A/8 A Co.: Kings River. 

Norrona Shipping Co. (Ptc ) Ltd.: 
Cherry Baron. 

Atwood Oceanic* International 
SA.: ChunceWorrclile. 

Tidewater Marine Service. Inc. 

(UJC.) Ltd.: Spartan Tide. 
Midstream Puel Service. Inc.: M- 
600. B-11. 

Pontonea Machos S.A.: Bold 
Turtle. 

Hamlet Maritime Investment. 

Ltd.: Hamlet Beatrice. 

Korea Chemical Carrier*. Ltd.: 

Young Chemicarry. 

Peerlcfi* Corp. Inc.: Anthony II!. 
Varna Shipping 8A. Panama: 
Antoni* GioniJ. 

Klrkconnell Marine Shipping Inc.: 
Mik Trader. Reubens. Kirk Date. 


Certificate 

No. 

12222 ... 


Owner/operator and vessels 
Golden Breeze Co., Ltd. 8A.: 
Golden Breeze. 

Steuart Tanker* Co : Elizabeth S. 
F. Lll Ma*carettl BN.C.: .Vcw- 
caretti Primo. 

Melrose Maritime, Inc.: At Rah¬ 
man. 

Toro Braro Fishing, Ltd.: Toro 
Bravo. 

Companla Klflasta S.A.: Dapo 
Sailor. 

Nea SmyTiii SA.: Dapo Sky. 

Sal Ivan Shipping SA.: Crown 
Rose. 

Trlco Corp.: Ormos. 

Nishi Maritime Co.. Ltd. SA.: 
Golden Star. 

Klyoahl Kawamoto: No. $ And- 
maru. 

Partsrederlet for MB. Pauline 
Lonborg: Pauline Lonborg. 
Lonborg Line 15: Tobias Lonborg. 
United Pacific Maritime Corp.. 

Inc.: Pacific Seatrade. 

Leader Shipping Co. Ltd : Atlantic 
Horizon. 

Alcxmar Maritime Corp : Samoj 
Sky. 

Nlnfeo Shipping Corp.: Fanari. 
P&uou4 Shipping Co. Inc.: Vir¬ 
ginia M. 

Pronoa Companla Naviera SA.: 
Aminona, 

Happy Ocean. Ltd.: Kciyo Maru. 
Sagar Shipping Co. Ltd.: APJ 
Karan. 

Capricorn Tanker*. Inc.: Ariela G. 
Proolbe Maritime Corp.: John Al - 
exakis. 

Deborah Maritime Corp : Sonko 
Crest. Sanko Strcsa. 

Galleon Traders Navigation BA.: 
St. Claire. 

Five Ocean Shipping Co. 8A-: Sun 
Gerber a. 

Cosy Navigation 8.A : Maestro. 

P T. Boga&arl Flour Mills: Bopasari 
Satu. 

Hasikin Shipping (Pte > Ltd.: 
Hasikin No. II. 

Gulf and Oceanic Transport Ltd.: 
Messiniaki Filta. 

International Tinkers Incorporat¬ 
ed. Liberia: In termor Progress. 
Vinava Shipping Co. Ltd.: Chrys¬ 
alis. 

Companla Nlda SA.: Dapo Star. 
Honma Gyogyo Kabushlki Kalsha: 

Seitoku Maru No. 105. 

Shloyama KohaUu K.K.: Aden 
Maru. 

Shlma SulJian Kabuithlki Kalsha: 
Yahafaraoru No. 53, Yahata - 
maru No. 56. 

Senkon Oyogyo Kabushlkl Kalsha: 
Koryomaru No. 1 16, Koryomaru 
No. 108. 

By the Commission. 

Joseph C. Polking, 
Acting Secretary. 

I PR Doc 77-7010 Filed 3-14-77,8:45 am] 


12227— 

12238— 

12220 ... 

12231—. 

12232— 

12233— 

12234.. . 

12235— 

12236.. . 

12237.. . 

12230- 

12240.. . 
12241 — 

12242— 

12243— 

12244 _ 

12245 - 

12248.. . 

12249— 

12254—. 

12256— 
12258— 

12200 .. . 

12262. . 

12204 — 

12265— 

12269- — 

12273... 

12276— 

12277.— 

12278— 

12270_ 

12284.-. 

12285— 

12286- 


12287... 


Whereas, Certificate (Performance) 
No. P-110 issued to Dominion Navigation 
Company Limited has been returned for 
revocation. 

It is ordered. That Certificate (Per¬ 
formance) No. P-110 covering the Marco 
Polo be and Is hereby revoked effective 
March 8, 1977. 

It ts further ordered, That a copy of 
tills Order be published in the Fed* pa 
Register and served on certificant. 

By the Commission. 

Joseph C. Polking. 

Acting Secretary 

March 8 , 1977. 

|PR Doc77-7607 Filed 3-14-77:8:45 am) 


DOMINION NAVIGATION CO., LTD. 

Certificate of Financial Responsibility for 
Indemnification of Passengers for Non¬ 
performance of Transportation No. 
P-110; Order of Revocation 

In the matter of Dominion Navigation 
Company Limited, c/o Kerr Steamship 
Company. Inc., 753 Boulevard. Kenil¬ 
worth. New Jersey 07033. 

Whereas, Dominion Navigation Com¬ 
pany Limited has ceased to embark pas¬ 
sengers on the Marco Polo at United 
States porta; and 

FEDERAL REGISTER, VOL 42, NO. 50—TUESDAY, MARCH 


(Independent Ocean Freight Forwarder 
License] 

EVANS INTERNATIONAL ET AL. 
Applicants 

Notice is hereby given that the follow¬ 
ing applicants have filed with the Federal 
Maritime Commission applications for 
licenses as independent ocean freight 
forwarders pursuant to Section 44<a) of 
the Shipping Act, 1916, (Slat. 522 and 46 
U.S.C. 841(b)). 

Persons knowing of any reason why 
any of the following applicants should 
not receive a license are requested to 
communicate with the Director. Bureau 
of Certification and Licensing, Federal 
Maritime Commission. Washington D C. 
20573. 

Evans International (Peter H. Evan*, dbai, 
0-11 Malden Lane, New York, N.Y. 10038 
Kadon Freight Forwarder*. Inc., 170-22 130th 
Avenue. Jamaica. N.Y. 11434; officer*, 
Karen James. President; Donald Sandler. 
Vice President. 

Jar Forwarding. Ltd.. 198 Broadway. New 
York. N.Y. 10038; omcer, John Rodriguez, 
President and Secretary. 

Avlo International Forwarder* Corp . 714 
West Broadway. Woodmcre, N.Y. 11598: 
officers, Oeorge F. Collina, President; Juli¬ 
ana Colllna, Secretary. 

Front Express, Inc., 8647 Aviation Bird, 
Inglewood, Calif 00301; officer*. Yon* Mok 
Kim. President: E. O. Jun Machlca. Vic* 
President. 

Geza Steiner. 636 Washington Street. New 
Orleans, La. 70124. 

Juan Navarrete. Sr.. 6510 Canal Blvd.. New 
Orleans, La. 70124. 

P. John Hanrahan, Inc.. 0-11 Malden Lane. 
New York, N.Y. 10038; officer. Edward Han¬ 
rahan. President/Sole Director. 

Owen Fred Monftls. 127 South Washington 
Street. Oreen Bay. Wis. 54301. 

Century Moving & Storage, Inc.. 18420 South 
Santa Fe Avenue. Long Beach, Calif 00801; 
officers, John H. Tilloteon. Jr„ President 
Treasurer: Marshall Lundgren. Vice Presi¬ 
dent: Haydee Tillotson. Vice President 
Secretary. 

International Forwarding Specialist, Inc- ei 
Hutton Road. Clifton. N J. 07012; officer. 
Charles James Arnold. President 
Joseph A. Andrei. Front A Erickson Street. 
EftAlngton. Pa. 10020. 

By the Federal Maritime Commission. 
Dated: March 10, 1977. 


Joseph C. Polking. 
Acting Secretary 

|FR Doc.77-7011 FUed 3-14-77:8:45 am) 
15, 19 77 
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MARFUERZA COMPANIA MARITIMA S.A. 
AND AUSTRALIA LINE S.A. 

Certificate of Financial Responsibility for 
Indemnification of Passengers for Non¬ 
performance of Transportation No, 
P-70; Order of Revocation 

In the matter of Marfuerza Compania 
Maritima S.A.. and Australia Line 8.A.. 
c o Chandrts Incorporated. 666 Fifth 
Avenue, New York. New York 10019. 

Whereas. Marfuerza Compania Mari- 
tmia S A. and Australia Line S.A have 
mised to operate the passenger vessel 
R.H M.8. Ellinis to and from United 
States ports: and 

Whereas. Certificate (Performance) 
No P-70 has been returned for revoca¬ 
tion. 

It to ordered, That Certificate < Per¬ 
formance) No. P-70 Issued to Marfuerza 
Compania Maritlma 8A. and Australia 
Line 8 A. covering the R.H.M.8. Eilinis 
be nnd is hereby revoked effective March 
7. 1977 

it is further ordered. That a copy of 
this Order be published In the Federal 
Register and served on the certiflcants. 

By the Commission. 

Joseph C. Policing. 
Acting Secretary . 

March 7. 1977. 

I PR Doc 77-7606 Piled 3-14-77;8.45 am] 

WESTOURS, INC. 

Certificate of Financial Responsibility for 
Indemnification of Passengers for Non- 
performance of Transportation No. 
P-84; Order of Revocation 

In the matter of Wes tours. Inc.. 100 
West Harrison Plaza. 8eattle. Washing¬ 
ton 98119. 

Whereas. Wes tours, Inc. has ceased to 
operate the passenger vessel Orpheus: 

and 

Whereas. Certificate (Performance) 
No P-84 issued to Western*. Inc. has 
been returned for revocation. 

It is ordered , That Certificate (Per¬ 
formance) No. P-74 covering the Or- 
pheus be and is hereby revoked effective 
March 7. 1977. 

It is further ordered . That a copy of 
this order be published in the Federal 
Register and served on ccrtlflcant. 


Section 203 of the Federal Power Act, to 
purchase and acquire, from time to time 
during the period ending December 31, 
1978. the aggregate amount of $3,600,000 
In 30-year promissory notes of its Vir¬ 
ginia subsidiary, together with addi¬ 
tional notes in the aggregate amount of 
$400,000 to be issued by the Virginia sub¬ 
sidiary in refinancing certain 30-year 
promissory notes of the subsidiary ma¬ 
turing on various dates between April 1, 
1977 and December 1, 1978. All such notes 
shall be purchased for cash, at face value 
plus accrued Interest, except that notes 
being refinanced shall be exchanged for 
new notes. The Virginia subsidiary will 
use the proceeds to provide funds for nec¬ 
essary facilities for the rendition of elec¬ 
tric service within the territory served 
by the Virginia subsidiary, and to refi¬ 
nance outstanding obligations. 

An Application has been filed with the 
State Corporation Commission of Vir¬ 
ginia for authority to Dclmarva of Vir¬ 
ginia to issue and sell the promissory 
notes described above, at a rate of inter¬ 
est to be established by the Commission, 
and for Delmarva to purchase and ac¬ 
quire such notes and to pledge them, 
when purchased, under its Deed of Trust 
with Chemical Bank, dated as of Octo¬ 
ber 1. 1943. 

Any person desiring to be heard, or to 
protest the above Application, should 
file a petition to intervene or protest 
with the Federal Power Commission. 825 
North Capitol Street, N.E.. Washington. 
D.C. 20426. in accordance with II 1.8 and 
1.10 of the Commission's Rules of Prac¬ 
tice and Procedure. 8uch petition or pro¬ 
test should be filed on or before March 
28. 1977. Protests will be considered by 
the Commission in determining the ap¬ 
propriate action to be taken, but will not 
serve to make protestants parties to the 
proceeding. Any person wishing to be¬ 
come a party must file a Petition to In¬ 
tervene. Copies of this Application are 
on file with the Commission and arc 
available for public Inspection. 


Kenneth F. Plumb, 
Secretary. 

IVR Doc 77-7532 Filed 3-14-77:0:45 Am] 


By the Commission. 

Joseph C. Polking, 

. Acting Secretary. 

March 7. 1977. 

JFR Doc. 77-7609 Filed 3-14-77:8:45 am) 

FEDERAL power commission 

(Docket No. ES77-)8| 

DELMARVA POWER & LIGHT CO. 

Application for Authority to Acquire 
Securities 

March 3. 1977. 

f I Jvf* ke ^ notlcc that Eteknarva Power & 
siZT Com »*ny on February 24. 1977 
Application for authority to ac- 
sn certa *n long-term unsecured prom- 
“-ory notes of Delmarva Power & Light 

32B» * Vlr8,nla - ,ts Wholly-owned 

u ’ e Application. Delmarva asks 
ty from the Commission, under 


| Docket No. CP77-187| 

NIAGARA MOHAWK POWER CORP. 

Order Approving Amendment to Importa¬ 
tion Authority and Granting Petition to 
Intervene 

March 7. 1977. 

By order Issued February 5. 1977. the 
Commission authorized the importation 
of natural gas by Niagara Mohawk Power 
Corporation (Niagara Mohawk) and cer¬ 
tain members 1 of the New York Oas 
Group (NYGG). This order permitted 
the importation of 50,000 Mcf of natural 
gas per day for the period through Feb¬ 
ruary 28. 1977. from the Ontario Hydro¬ 
electric Power Commission (Ontario 
Hydro). In return. Niagara Mohawk, in 
agreement with the New York Power 

* New York State Electric and Oaa Com¬ 
pany. National Fuel Oan Supply Corporation 
(National Fuel). Orange and Rockland Utili¬ 
ties Inc.. Columbia Oas Distribution of New 
York, and Rochester Oas and Electric Cor- 
poratlon. 
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Pool, transmitted 600 megawatts of elec¬ 
tric energy to Ontario Hydro. Niagara 
Mohawk filed on March 3. 1977. a pro¬ 
posal to amend original importation ap¬ 
plication to provide for the import of ad¬ 
ditional amounts of gas from Ontario 
Hydro to Niagara Mohawk and the 
NYGG members through March 31. 1977. 
For the reasons stated, the Commission 
shall approve the proposed amendment. 
On February 25. 1977. Tennessee Gas 
Pipeline Company (Tennessee) filed a 
petition to in ten’one, this petition shall 
be granted. 

Niagara Mohawk, in its March 3. fil¬ 
ing. states that Ontario Hydro has made 
an additional 2 Bcf of natural gas avail¬ 
able to Niagara Mohawk and the named 
NYGO members through March 31, 1977. 
Under the new arrangement. 1.2 Bcf 
would be available to National Fuel and 
.8 Bcf would be available for the other 
applicants. Niagara Mohawk states that 
this additional gas wil be made available 
"under the same pricing, and transporta¬ 
tion arrangements utilizing the same fa¬ 
cilities as are reflected in Niagara Mo¬ 
hawk's original February 5, 1977. filing". 
The additional gas will be token on an 
as needed basis by the applicants "to en¬ 
able them to serve their high priori ty 
loads will lesser degrees of curtailment 
than would otherwise be the case". 
Niagara Mohawk Indicates that the ad 
ditlonal gas would not be used to displace 
alternate fuel capability or cause other 
gas to displace alternate fuel capability. 

As was noted in the Commission's Feb¬ 
ruary 5. 1977. order In this docket, the 
charge at the international border for 
this gas is $2.28 per Mcf plus transpor¬ 
tation charges. Niagara Mohawk states 
that "the ability to transport the gas on 
both the part of TransCanada and Ten¬ 
nessee is a function of the operating abil¬ 
ity of TransCanada to send and Tennes¬ 
see to receive the gas". For transporta¬ 
tion of the natural gas from the Ameri¬ 
can side of the international border to 
the applicants' systems, Tennessee pro¬ 
poses to charge a rate of 30 cents per 
Mcf. 

Attached to the pleading are the Ca¬ 
nadian National Energy Board's <NEB> 
order authorizing the exportation of 1.3 
Bcf from Canada to Niagara Mohawk 
and the NEB's amendment authorizing 
the export of additional gas up to 2 Bcf. 
The Commission takes administrative 
notice of the severe winter conditions 
which affected upstate New’ York this 
winter, especially in the Buffalo. New’ 
York area served by National Fuel. This 
additional available natural gas provides 
security against further curtailment of 
high priority loads in this area. The ar¬ 
rangement assures, at the same time 
by the transfer of electric energy to 
Ontario Hydro, that the electric en¬ 
ergy capacity in Canada wtII not be 
impaired by the sale of natural gas 
for use by United States consumers. 
The Commission found in its earlier 
order in this docket th§t "both aspects 
of this application are consistent with 
the public interest." The Commission be¬ 
lieves that the NEB’s approval of the ex¬ 
portation of additional volumes of nat¬ 
ural gas indicates that this arrangement 
is consistent also with the Canadian pub- 
lie interest Because of the possible need 
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for additional gas supplies by the appli¬ 
cants and because of the NEB’s approval 
of exportation of additional gas, the 
Commission shall approve the amend¬ 
ment to the original filing to permit the 
importation of additional gas supplies 
from Ontario Hydro by the applicants 
and to permit the concurrent exporta¬ 
tion of electric energy to Ontario Hydro. 
In view of the possible Immediate need 
for this additional gas. the Commission 
shall grant waiver of Part 153 of the 
Commission's regulations under the Nat¬ 
ural Gas Act and sections 35.30 ct scq. of 
the regulations under the Federal Power 
Act. 

In Niagara Mohawk's March 3 filing. 
National Fuel requests advance authori¬ 
zation to recover through the operation 
of its purchased gas adjustment clause 
(PGA) the purchase price of the Im¬ 
ported gas plus transportation charges. 
No supporting cost data was filed by Na¬ 
tional Fuel to show the amount of costs 
It will seek to recover through the POA. 
In the absence of such evidence, prior 
approval for as yet undetermined in¬ 
creases, not supported by any evidence la 
inappropriate and, therefore, the Com¬ 
mission declines to give the requested 
approval. When National Fuel makes its 
next PGA filing, the Commission shall 
review the supporting cost evidence to 
determine the propriety of the POA 
increase. 

On February 25. 1277. Tennessee filed 
a petition to intervene in this docket. 
Tennessee states because it "is perform¬ 
ing a transportation service which is an 
integral part of Niagara's above described 
arrangement. Tennessee has a direct In¬ 
terest in this proceeding, which interest 
is not and cannot be adequately repre¬ 
sented by any other party". The Commis¬ 
sion believes Tennessee’s intervention 
should be granted. 

The Commission finds: (1) The pro¬ 
posed amendment for the importation of 
additional natural gas and exportation 
of additional electric energy is not incon¬ 
sistent with the public interest. 

(2 > Good cause exists to waive the per¬ 
tinent filing regulations at this time, sub¬ 
ject to the conditions ordered herein. 

(3) Good cause exists to deny advance 
approval of inclusion of these charges in 
National Fuel’s POA. 

( 4 ) Good cause to grant Tennessee's 
petition to intervene. 

The Commission orders: <A> Pursuant 
to Section 3 of the Natural Gas Act and 
the Regulations thereunder, the appli¬ 
cants are hereby permitted to import ad¬ 
ditional volumes of natural gas up to 2 
Bcf from Ontario Hydro through March 
31, 1977. 

<B> The natural gas imported under 
this order shall not be used to displace 
alternate full capability or cause other 
gas to displace alternate fuel capability. 

<C) Niagara Mohawk shall file within 
10 days of the Issuance of this order, 
copies of all contracts relating to the im¬ 
portation, transportation and sale of nat¬ 
ural gas to the applicants authorized by 
this order, all contracts relating to the 
exportation of electric energy authorized 
herein, and all contracts under which 
Niagara Mohawk may act as agent for 
any party involved in these arrange¬ 


ments. Also, Niagara Mohawk shall flic 
a report showing the accounting and 
billing procedures by which the transac¬ 
tions between the Canadian and United 
States systems will be completed, and 
how the U.S. Systems will account for the 
transactions among themselves. This re¬ 
port shall have final NEB approval and 
the costs basis which the NEB sets forth 
for Canadian gas involved. 

<D> Waiver of Part of 153 of the Com¬ 
mission's Regulations under the Natural 
Oas Act and Sections 35.30 et seq. Is 
hereby granted. 

(E) Tennessee, Columbia, and Consol¬ 
idated are hereby authorized to perform 
transportation services required under 
the proposals approved by this order. 

<F> National Fuel’s request for prior 
approval of inclusion of the price of the 
imported natural gas plus the transpor¬ 
tation charges is hereby denied. 

(G) Tennessee’s petition to Intervene 
is hereby granted. 

By the Commission. 

Kenneth P. Plumb, 

Secretary. 

[PH Doc.77-7538 Plied 3-14-77:8:45 amj 


(Docket No. CI75-110. CI75-145J 

PHILLIPS PETROLEUM CO.; KERR McGEE 
CORP. 

Filing of Offer of Settlement 

March 7. 1977. 

Take notice that on February 25. 
1977. Michigan Wisconsin Pipe Line 
Company (Mich Wls) a party in this 
proceeding, filed in Docket Nos. CI75-110 
and CI75-145. an Offer of Settlement, 
pursuant to Section 1.18(e) of the Com¬ 
mission’s Rules of Practice and Proce¬ 
dure. Mich Wis requests the Commis¬ 
sion to authorize its Offer of Settlement, 
all as more fully set forth in the Offer 
of Settlement which is on file with the 
Commission and open to public Inspec¬ 
tion. 

Historic Background 

Mich Wis states that pursuant to 
existing Commission certificates. Phil¬ 
lips Petroleum Company (Phillips) and 
Kerr-McGee Corporation (Kerr-McGee) 
are obligated to sell the natural gas being 
produced from reservoirs above 10.000 
feet below sea level (Shallow reserves) 
underlying State Lease No. 1170-1, 
Cameron Parish. Louisiana <Hog Bay¬ 
ou), to both Michigan Wisconsin and 
Tennessee Oas Pipeline Company, a Di¬ 
vision of Tenneco. Inc. (Tennessee): 

1 . Tennessee's rights to purchase the 
gas exist by virtue of certificates cover¬ 
ing 1953 contracts in which Phillips and 
Kcrr-McOee committed that produc¬ 
tion of Tennessee's predecessor-in- 
intercst for a period of 20 years to the 
extent that the producers were unable to 
deliver 60.700 Mcf per day from the 
Rollover Field under a separate con¬ 
tract. It Is stated that those rights ex¬ 
pired on November 1, 1976. 

2. Michigan Wisconsin's rights to pur¬ 
chase the gas are evidenced by certifi¬ 
cates covering 1965 contracts wherein 


Phillips and Kerr-McGcc committed all 
of their interest in the shallow reserves 
for 25 years to Michigan Wisconsin, 
subject only to the reservation of the 
quantities of gas necessary to satisfy 
their prior commitment, if any. to Ten¬ 
nessee. it Is stated. 

The Offer of Settlement states that 
Phillips and Kerr-McGee filed 8ection 
7 (b) applications to discontinue sales to 
Tennessee from the Hog Bayou shallow 
reservoirs on August 16. 1974 and Sep¬ 
tember 9, 1974. respectively. Mich Wis 
alleges that the stated purpose of these 
applications was to fulfill the producers' 
contractual obligation to deliver all of 
the remaining shallow reserves to Midi 
Wls upon the expiration of Tennessee's 
rights on November 1, 1974. By its order 
of August 19. 1975. the Commission con¬ 
solidated the proceedings and permitted 
Mich. Wls, Tennessee and others to 
Intervene and set the applications for 
hearing. Hearings have been concluded 
The Initial decision was issued Novem¬ 
ber 5. 1976 and Briefs on Exceptions 
liave been filed. The case is now before 
the Commission for decision. 

It is stated that during the period 
1966-1974. prior to the expiration of 
Tennessee’s rights, Phillips and Kerr- 
McGee sold approximately 45 percent of 
the gas produced from the shallow re¬ 
servoirs to Mich Wis and 55 percent of 
the total production to Tennessee. Dur¬ 
ing the 1975-1976 period, after Tennes¬ 
see’s contract with producers had ex¬ 
pired. Tennessee purchased virtually rJl 
of the natural gas produced from the 
shallow reservoirs. 

I. Partial Abandonment or Service 

The Offer of Settlement proposes that 
Phillips and Kerr-McGee will receive 
Commission permission and authoriza¬ 
tion pursuant to Section 7(b) of the 
Natural Gas Act. to partially abandon 
service to Tennessee by reducing sales 
to Tennessee from the Cameron Parish. 
Louisiana <Hog Bayou Field) reservoirs 
to a maximum of 55 percent of the total 
production from said reservoirs during 
each calendar month subsequent to the 
issuance of the Commission’s order ap¬ 
proving this Offer of Settlement. 

IL Repayment Obligation 

It is stated that Tennessee shall have 
no obligation to restore Mich Wls the 
volumes of natural gas purchased by 
Tennessee from the Hog Bayou shallow 
reservoirs after Tennessee's contractual 
rights terminated on November 1, 1974. 
It is proposed that In its order approving 
this Offer of Settlement, the Commission 
shall dismiss with prejudice Mich WiV 
request for an order imposing such ob¬ 
ligation upon Tennessee. 

Any person desiring to be heard or to 
make any protest with reference to said 
Offer of Settlement should file with the 
Commission on or before April 4, 197 1 . 
Any replies thereto may be filed on or 
before April 19,1977. 
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Kenneth P. Plumb. . 

Secretary. 

|FR Doc.77-7537 Filed 3-14-77:8:45 (un| 
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[Docket No. E-9305; Project No. 7961 

PHOENIX. ARIZONA. SALT RIVER PIMA- 
MARICOPA INDIAN COMMUNITY 

Filing of Offer of Settlement and 
Settlement Agreement 

March 7.1977. 

Take notice that on February 8, 1977. 
pursuant to fi 1. 18(e) of the Commis¬ 
sion’s Rules of Practice and Procedure, 
the Salt River Plma-Marlcopa Indian 
Community (the Indian Community! 
tendered for filing in the captioned con¬ 
solidated proceedings an Offer of Settle¬ 
ment together with a Settlement Agree¬ 
ment entered Into as of December 22, 
1976. among the Indian Community, the 
Salt River Valley Water Users* Associa¬ 
tion and the Salt River Project Agricul¬ 
tural Improvement and Power District, 
which Settlement Agreement, if accepted 
and approved by the Commission, would 
effect a settlement and termination of 
the captioned consolidated proceedings 
and certain other matters not before the 
Commission. 

Any person desiring to be heard or to 
protest the said Settlement Agreement 
should file comments with the Federal 
PoAer Commission, 825 North Capitol 
Street. Northeast. Washington, D.C. 
20426, on or before March 28, 1977. Com¬ 
ments will be considered by the Com¬ 
mission tn determining the appropriate 
action to be taken. Copies of the Settle¬ 
ment Agreement are on file with the 
Commission and are available for public 
inspection. 

Kenneth P. Plumb. 

Secretary 

IFR Doc 77-7536 FUcd 3-14-77; 8:45 am) 


cost to enable It to finance lts electrical 
construction program. 

PSE&G states that copies of the filing 
were served upon the public utility’s Ju¬ 
risdictional customers, the Boroughs of 
Milltown and South River, and the New 
Jersey Board of Public Utility Commis¬ 
sioners. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Power Commission, 825 North 
Capitol Street, N.E., Washington. D.C. 
20426. In accordance with Sections 1.8 
and 1.10 of the Commission's Rules of 
Practice and Procedure 118 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before March 22, 
1977. Protests will be considered by the 
Commission in determining the appro¬ 
priate action to be taken, but will not 
serve to make protestants parties to the 
proceeding. Any person wishing to be¬ 
come a party must file a petition to In¬ 
tervene. Copies of this application are on 
fUe with the Commission and are avail¬ 
able for public Inspection. 

Kenneth F. Plumb. 

Secretary . 

|FB Doc.77-7528 Piled 3-14-77,8:45 am) 


(Docket No. ER77-219J 

PUBLIC SERVICE ELECTRIC AND GAS 
CO. 

Tariff Change 

March 8 . 1977. 

Tuke notice that Public Service Elec- 
S* Gft * Com Pa«y of New Jersey 
JPSE&G), on March 1, 1977. tendered 
for filing proposed changes in its FPC 
Electric Service Tariff No. 57. PSE&O 
*tate8 that the proposed changes would 
increase revenues from jurisdictional 
Nues and service by $179,821 based on 
tne twelve month period ending Sep¬ 
tember 30. 1976. In addition. P8E4cO 
***** proposed filing also 
slightly modifies Its existing fuel adjust¬ 
ment clause in the above tariff to con- 

« 8 ®® tton 3514 ot the Commis¬ 
sion s Regulations. 

that despite all efforts 
oy u to combat Increased costs, the con- 

Dra U ^n nfla iV 0nary tre ” d affected 
l radically all of its operations. Due to 

^increased costs, PSE*Q states that 

to lncr ««ta*ly difficult for it 

JO Provide adequate and reliable service 
p<L“® Browing needs of Its customers. 
rr,f.£ ako contc nds that the rate in- 
„ Rr « necessary to assure con- 
ta lts financial ta- 
Provide earnings which will 
i tract additional capital at reasonable 


(Docket No. ER77-209J 

PUGET SOUND POWER & LIGHT CO. 

Filing 

March 8. 1977. 

Take notice that on February 22. 1977, 
Puget Sound Power and Light Company 
(Puget) tendered for filing as an Initial 
rate schedule a transfer agreement be¬ 
tween Puget and the City of Tacoma 
(Tacoma). 

Puget states that the Agreement pro¬ 
vides terms and conditions under which 
Puget has agreed to transfer electric 
power and energy to Tacoma's North 
Fork Well Complex over its 230 kv Rocky 
Reach—White River transmission Une 
and determines the amount Tacoma will 
pay Puget for the service. Puget also 
states that the Agreement provides for 
the construction, operation and mainte¬ 
nance of certain non-Jurlsdictionol fa¬ 
cilities necessary to tap the subject trans¬ 
mission line to provide service to Taco¬ 
ma's North Fork Well Complex. 

Puget states that the parties expect 
service to commence on April 30, 1977, 
and that construction of additional fa¬ 
cilities has already begun. 

Puget states that a copy of the filing 
lias been sent to the City of Tacoma, 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capital 
Street, N.E., Washington. D.C. 20426. in 
accordance with Sections 1.8 and 1.10 of 
the Commission's Rules of Practice and 
Procedure (18 CFR 1.8.1.10). All such pe¬ 
titions or protests should be filed on or 
before March 18. 1977. Protests will be 
considered by the Commission In deter¬ 
mining the appropriate action to be 
taken, but will not serve to make pro¬ 
testants parties to the proceeding. Any 


person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission and 
are available for public inspection. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc.77 7533 Filed 3-14-77:8:45 *m) 


| Project No. 5591 

SAN DIEGO GAS & ELECTRIC CO. 

Issuance of Annual License(s) 

March 7, 1977. 

On March 4. 1974, San Diego Oas & 
Electric Company. Licensee for Project 
No. 559, located in San Diego County, 
California, filed an application for a new 
license pursuant to the Federal Power 
Act and Commission Regulations there¬ 
under. 

The license for Project No. 559 was is¬ 
sued effective March 5, 1925, for a period 
ending March 4,1975.8ince expiration of 
the original license, the project has been 
maintained and operated under annual 
licenses, the most recent of which will 
expire on March 4, 1977. In order to au¬ 
thorize the continued operation and 
maintenance of the project, pending 
Commission action on Licensee’s applica¬ 
tion. it Is appropriate and in the public 
Interest to issue an annual license to the 
San Diego Gas & Electric Company. 

Take notice that an annual license is 
Issued to the San Diego Gas & Electric 
Company for the period. March 5.1977, to 
March 4, 1978. or until the issuance of a 
new license for the project, whichever 
comes first, for the continued operation 
and maintenance of Project No. 559 sub¬ 
ject to the terms and conditions of the 
original license. Take further notice that 
if Issuance of a new license does not take 
place on or before March 4. 1978. a new- 
annual license will be issued each year 
thereafter, effective March 5 of each 
year, until such time as a new license is 
issued, without further notice being 
given by the Commission. 

Kenneth P. Plumb, 
Secretary. 

|FR Doc.77-7534 Filed 3-14-77;8:45 nm| 


| Project No, 1201 

SOUTHERN CALIFORNIA EDISON CO. 

Issuance of Annual License(s) 

Marcfi 7. 1977. 

On February 12, 1970, Southern Cali¬ 
fornia Edison Company, Licensee for the 
Big Creek No. 3 Project No. 120. located 
in the vicinity of Fresno, Kern. Madera. 
Los Angeles and Tulare Counties, Cali¬ 
fornia, on the 8an Joaquin River, filed 
an application for a new license pur¬ 
suant to the Federal Power Act and 
Commission Regulations thereunder. 

The license for Project No. 120 was 
issued effective June 8. 1922, for a period 
ending March 3, 1971. Since expiration 
of the original license, the project lias 
been maintained and operated under an¬ 
nual licenses, the most recent of which 
will expire on March 3, 1977. In order to 
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authorize the continued operation and 
maintenance of the project, pending 
Commission action on Licensee’s appli¬ 
cation, It Is appropriate and In the public 
Interest to Issue an annual license to the 
Southern California Edison Company. 

Take notice that an annual license Is 
Issued to the Southern California Edi¬ 
son Company for the period March 4, 
1977, to March 3, 1978, or until Federal 
takeover, or until the Issuance of a new 
license for the project, whichever comes 
first, for the continued operation and 
maintenance of the Big Creek No. 3 Proj¬ 
ect No. 120 subject to the terms and 
conditions of the original license. Take 
further notice that If Federal takeover 
or Issuance of a new license does not take 
place on or before March 3, 1978. a new 
annual license will be Issued each year 
thereafter, effective March 4 of each 
year, until such time as Federal takeover 
takes place or a new license is issued, 
without further notice being given by the 
Commission. 

Kenneth P Plumb. 

Secretary. 

(FR Doc 77 7535 Filed 3-14-77; 8:43 am) 


(Docket No* CP77-21. CP77-801 

TENNESSEE GAS PIPELINE CO., A 
DIVISION OF TENNECO INC. 


Tariff Filing 


March 7. 1977. 


Take noUce that on February 28, 1977, 
Tennessee Oas Pipeline Company, a Di¬ 
vision of Tenneeo Inc. (Tennessee) 
tendered for tiling Original Sheet Nos. 
257 through 257B and Original Sheet 
Nos. 258 through 258C to Sixth Revised 
Volume No. 2 of 1U FPC Oas Tariff. 

Tennessee -states that the purpose of 
the tariff sheets Is to constitute its Rate 
Schedules T-36 and T-37 covering 
transportation services which Tennessee 
was authorized to rendered by the Com¬ 
mission's January 14, 1977 letter order 
In Docket No. CP77-21 and the Commis¬ 
sion's February 2. 1977 order in Docket 
No. CP77-69. 

Any person desiring to be heard or to 
make any protest with reference to said 
application, on or before March 28. 1977. 
should file with the Federal Power Com¬ 
mission. Washington. D.C. 20426. a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's Rules of Practice and Proce¬ 
dure (18 CFR 1.8 or 1.10). All protests 
filed with the Commission will be con¬ 
sidered by it in determining the appro¬ 
priate action to be taken, but will not 
serve to make the protestante parties to 
the proceeding. Any person wishing to 
become a party to a proceeding, or to 
participate as a party in any hearing 
therein. must file a petition to intervene 
In accordance with the Commission's 
Rules. 

Kzmnrm P. Plumb. 

Secretary. 

(FR Doc-77-7531 Filed 3-14-77:8:45 %m\ 


(Docket No. B77-33) 

EMERGENCY NATURAL GAS ACT OF 1977 
Supplemental Emergency Order 

By order Issued March 2. 1977. pur¬ 
suant to section 6 of the Emergency Nat¬ 
ural Oas Act of 1977, Pub. L. 95-2 <91 
StaL 4 (1977). I denied, without preju¬ 
dice. the request of United Oas Pipe Line 
Company (United) to make certain 
emergency purchases. The order further 
stated that, where expenditures were 
made prior to February 22, 1977. for the 
purpose of delivering such gas supplies to 
United or the seller had obtained a for¬ 
mal written release of gas from an ex¬ 
isting intrastate contract prior to that 
date In order to make sale in interstate 
commerce. United could make such pur¬ 
chases consistent with the doctrine of 
-Colorado Interstate Gas Company" 
Docket No. E77-31 (February 28.1977). 

On March 4. 1977, United submitted a 
supplemental filing In which it set forth 
information indicating that Basin Petro¬ 
leum Corporation (Basin) and Exxon 
Company. U.S.A. (Exxon), Davis Oil 
Company (Davis), Delhi Gas Pipeline 
Corporation (Delhi), Ooldking Produc¬ 
tion Company (Ooldking), Monterrey 
Producing Company (Monterrey). Peltex. 
Inc. (Peltex), South Louisiana Produc¬ 
tion Company (South Lousiana>. The 
Superior Oil Company, Inc. (Superior). 
Systems Fuels, Inc. (System Fuels), and 
Tcnneco Oil Company (Tenneeo) had 
made expenditures prior to February 22, 
1977, for the purpose of delivery of the 
subject gas supplies to United. Based 
upon the information submitted by 
United. I deny United's request that I 
approve the proposed purchases set forth 
in the appendix to Its filing. United's fil¬ 
ing lacks the information necessary to 
determine which of the proposed pur¬ 
chases satisfy the criteria of "Colorado 
Interstate". This denial is without preju¬ 
dice to United's submission of specific In¬ 
formation which demonstrates which of 
the proposed purchases satisfy the cri¬ 
teria of these cases. United should sub¬ 
mit such information so that the facts 
relating to each purchase may be fully 
considered. This order shall remain In 
effect unless and until Order No. 6 Is 
modified or rescinded. 

This order is Issued pursuant to the 
authority delegated to me by the Presi¬ 
dent in Executive Order No. 11969 (Feb¬ 
ruary 2, 1977), and shall be served upon 
United. Basin. Exxon. Davis, Dehll, Gold- 
king. Monterrey. Peltex, South Louisiana. 
Superior. Systems Fuels, and Tenneeo. 
This order shall also be published in the 
Federal Register. 

This order and authorization granted 
herein are subject to the continuing au¬ 
thority of the Administrator under 
Pub. L. 95-2 and the rules and regula¬ 
tions which may be Issued thereunder. 


FEDERAL RESERVE SYSTEM 
CHEMICAL FINANCIAL CORP. 

Acquisition of Bank 

Chemical Financial Corporation. Mid¬ 
land. Michigan, has applied for the 
Board's approval under 5 3(a) (3) of the 
Bank Holding Company Act (12 U.8.C 
1 1842(a) (3)) to acquire 100 per cent of 
the voting shares of The Au Ores State 
Fgnk Au Ore*. Michigan. The factors 
that are considered In acting on the ap¬ 
plication are set forth in $ 3<c) of the 
Act <12 U-8.C. 5 1842(c)). 

The application may be Inspected at 
the offices of the Board of Governors ur 
at the Federal Reserve Bonk of Chicago. 
Any person wishing to comment on the 
application should submit views In writ¬ 
ing to the Secretary. Board of Governors 
of the Federal Reserve System. Washing¬ 
ton. D.C. 20551. to be received not later 
than April 1. 1977. 

Board of Governors of the Federal Re¬ 
serve System. March 8. 1977. 

Theodor* E. Allisson. 

Secretary of the Board. 

[FR Doc.77-7471 Filed 3-14-77:8:45 am) 


Richard L. Dunham, 

Administrator . 

March 9.1977. 

(FR Doc, 77-7800 Filed 3-14-77:0:46 am) 


FARMERS BANCSHARES, INC. 

HARDINSBURG. KY. 

Order Approving Formation of Bank Hold¬ 
ing Company and Engagement In Insur¬ 
ance Agency Activities 

Farmers Baneshares. Inc., Hardin*- 
burg. Kentucky (“Applicant"), has ap¬ 
plied for the Board's approval under sec¬ 
tion 3(a) (1) of the Bank Holding Com¬ 
pany Act (12 U.S C. 1842(a)(1)) to be¬ 
come a bank holding company through 
acqulslton of 80 percent of the voting 
shares of The Farmers Bank. Hardin<- 
burg. Kentucky ("Bank"). At the same 
time. Applicant has applied, pursuant to 
section 4(c) (8) of the Act (12 UB.C. 1843 
(C) (8)) and 3 225.4(b) (2) of the Board s 
Regulation Y, for permission to acquire 
Bennett Insurance Agency. Hardin>burg. 
Kentucky ("Company"). and thereby en¬ 
gage as an agency in the sale of credit 
life, credit accident and health, and haz¬ 
ard insurance directly related to exten¬ 
sion* of credit by Bank. Such activities 
have been determined by the Board. In 
1225.4(a) (9><ii> (a) of Regulation Y. to 
be permissible for bank holding com¬ 
panies subject to Board approval of in¬ 
dividual proposals in accordance witn 
the procedure of I 225.4(b) of Regulation 

Y 

Notice of the applications, affording 
opportunity for Interested persons to 
submit comments and views, has been 
given In accordance with sections 3 ana 
4 of the Act <FR. Vol. 43, No. 14). The 
time for filing comments and views nas 
expired, and the applications and com¬ 
ments received have been considered w 
light of the factors set forth In section 
3(c) of the Act (13 U.8.C. 1843(0). Mid 
considerations specified In section * f 
»8) of the Act. 
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Applicant U a nonoperating corpora¬ 
tion formed for the express purpose of 
becoming a bank holding company 
through the acquisition of Bank, and 
engaging in the sale of credit life, credit 
accident and health, and hazard Insur¬ 
ance. The proposed transaction involves 
the transfer of control of Bank and Com¬ 
pany 1 from individuals to a corporation 
owned by the same Individuals. Upon 
acquisition of Bank 'deposits of $11.1 
million). Applicant would control the 
207th largest of 342 banks in Kentucky, 
holding .11 per ccut of the total deposits 
in commercial banks in the State.’ Bank 
Is the second largest of three banks in 
the relevant banking market 'approxi¬ 
mated by Breckinridge County), and 
holds 32.3 percent of total bank deposits 
in the market. Since Applicant has no 
present subsidiaries or business activity, 
(-•.•summation of the proposal would not 
adversely affect existing or potential 
competition. 

The financial and managerial re¬ 
sources and future prospects of Appli¬ 
cant, which are primarily dependent 
upon Bank, are regarded as satisfactory. 
Incident to this proposal. Applicant will 
Incur acquisition debt, which is projected 
to be retired over a twelve year period 
with funds generated from operations of 
Bank and Company. Based upen Bank's 
present capital position. Us proposed 
capital increase. 1 and its projected future 
growth and earnings, it appears that Ap¬ 
plicant will be able to meet its debt serv¬ 
icing requirements while maintaining the 
capital adequacy of Bank. Considerations 
relating to the convenience and needs of 
the Community to be served are con¬ 
sistent with approval. Applicant proposes 
to increase the effective interest rate on 
certificates of deposit by compounding 
rates of interest on such deposits. There¬ 
fore, this Reserve Bank concludes that 
tlie proposed acquisition of Bank would 
be in the public interest and that the ap¬ 
plication to become a bank holding com¬ 
pany should be approved. 

As part of the reorganization of Bank's 
ownership. Applicant proposes to acquire 
the business activities of Company and 
thereby engage as an agency in the sale 
of credit life, credit accident and health, 
and hazard insurance directly related to 
extensions of credit by Bank. Company 
presently engages in these activities on 
the premises of Bank. Tims, it does not 
appear that the acquisition of Company's 
activities by Applicant would have any 
Mgniflcant effect on existing or potential 
competition. Approval of the application 
would assure community residents of a 
convenient source of insurance sendees 
that for some time has been associated 


1 Company i» presently ouned by two of 
Applicant** eight Principals 

* All banking dam a* of December 31. 1975 

1 Coincidental with Applicant'* acquisition. 
Bank'* capital la to be Increased by $400M 
through the issuance of additional share* of 
common stock. 

* Company ha* been operated upon Bank** 
premises for more than five year® 


with Bank. 4 Further, evidence in the 
record does not indicate that consumma¬ 
tion of the proposal would lead to any 
undue concentration of resources, con¬ 
flicts of Interests, unsound banking 
practices, or any other adverse effects 
upon public interest. 

Based on the foregoing and other con¬ 
siderations reflected in the record, this 
Reserve Bank has determined, in ac¬ 
cordance with the provisions of $ 4(c) <8> 
of the Act, that consummation of this 
proposal can reasonably be expected to 
produce benefits to the public that out¬ 
weigh possible adverse effects and that 
the application to engage in credit- 
related insurance activities should be ap¬ 
proved. 

Accordingly, the applications are ap¬ 
proved for the reasons summarized 
above. The acquisition of Bank shall not 
be made before the thirtieth calendar 
day following the effective date of this 
Order. The acquisition of Bank and the 
commencement of permissible insurance 
agency activities shall be made not later 
than three months after the effective 
date of this Order, unless such period is 
extended for good cause by the Board, 
or by the Federal Reserve Bank of St. 
Louis pursuant to delegated authority. 
The determination as to Applicant's In¬ 
surance activities is subject to the con¬ 
ditions set forth in i 225.4(c) of Regu¬ 
lation Y and to the Board’s authority 
to require reports by. and make exam¬ 
inations of, holding companies and their 
subsidiaries and to require such modifi¬ 
cation or termination of the activities of 
a bank holding company or any of its 
s ubs idi ar ies as the Board finds necessary 
to assure compliance with the provisions 
and purposes of the Act and the Board’s 
regulations and orders issued there¬ 
under. or to prevent evasion thereof. 

By order of the Federal Reserve Bank 
of St. Louis, iicttng pursuant to dele¬ 
gated authority for the Board of Gov¬ 
ernors of the Federal Reserve System, 
effective March 2, 1977. 

Harold E. Uthoff. 

Senior Vice President, 
fPR Doc 77-7006 Filed 3-14-77:8:45 ami 

GENERAL SERVICES 
ADMINISTRATION 

PRIVACY ACT OF 1974 
Changes to Systems of Records 

On September 8. 1976. there was pub¬ 
lished in the Federal Register '41 FR 
38088 through 38145; annua] notices of 
systems of records pursuant to the pro¬ 
visions of the Privacy Act of 1974. Pub¬ 
lic Law* * 93-579. 5 UB.C. 652a. This notice 
deletes two systems of records and 
amends two systems of records. * 

The system of records identified 
as "Intergovernmental Management 
Tramec Association Records OS AO AD- 
21." system identification number 23-00- 
0021, 41 FR 38098, is deleted. The records 
are no longer being maintained. 

The system of records identified as 
"Special Personnel Studies and Reports 


GSA/OAD-16.” system identification 
number 23-00-0016. 41 FR 38095. Is de¬ 
leted. With the exception of allegations 
of merit system violation records, none 
of the other record categories It retriev¬ 
able by Individual name or other per¬ 
sonal Identifier. 

The allegations of merit system vio¬ 
lation records are being made part of 
the system of records identified as "Rec¬ 
ords Relating to Starring Activities GSA 
OAD-10." system identification number 
23-00-0010. 41 FR 38092. 

The system of records Identified as 
•'Office Personnel Files GSA OAD-19.” 
system identification 23-00-0019. 41 FR 
38097. is amended to delete position 
descriptions from the categories of rec¬ 
ords in the system. 

The full text of the amended notices 
of the systems of records "Records Re¬ 
lating to Staffing Activities" and "Office 
Personnel Files" is as follows: 

23-000-0010 (CSA/OAD-IO) 
Sjr»tem nil me: 

Records Relating to Staffing Activities 

GSA/OAD. 

System location: 

This system is maintained in tho per¬ 
sonnel offices of GSA at the addresses 
listed in the appendix following the no¬ 
tice GSA/OAD-22 and in the Central 
Office, Office of Personnel. 18th and F 
Streets NW.. Washington. DC 20405. 

Categories of individuals covered by the 
system: 

Current and former OSA employees 
and applicants for OSA employment 

Categoric* of record* In the *v*«eui: 

The following categories of records are 
maintained for the purpose of making 
decisions relating to the hiring, main¬ 
taining. utilizing, promoting, reassigning, 
and terminating of employees: 

1. Recruitment, qualification, and em¬ 
ployment. 

2. Merit promotion. 

3. Separation. 

4. Allegations of merit system viola¬ 
tions. 

Audi or it* for maintenance of flic tr»t< nt: 

1. Recruitment, qualification, and em¬ 
ployment: 5 U.S.C. 3104, 3109. 3321. 3582. 
4301 through 4308. 7153. and 7512: Ex¬ 
ecutive Order 11521: Federal Personnel 
Manual (PPM> Chapters 300. 301. 302. 
307. 315, and 337; and Vietnam Vet¬ 
erans Assistance Act, Public Law* 93-508. 

2. Merit promotion: 5 U-8.C. 4301 
through 4308; FPM Chapter 335 

3. Separation: 5 U.S.C. 3501 through 
3504; FPM Chapters 302 and 752. 

4. Allegations of merit system viola¬ 
tions; Executive Order 9830. 

Routine uft*a of record* maintained in llir 
*y*tem, including categoric* of u*cr* 
nod llic purpose* of »ucl« u-cs: 

The routine uses of these records are 
described in the appendix following the 
OSA notices. 
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NOTICES 


I’olirir* ond practice* for Muring, retriev¬ 
ing, armnidK, retaining' ond ditto¬ 
ing of rrrortU in llie system: 

Storage: 

All records within this system are 
maintained on paper. 

Rrlrievability: 

Records are retrieved by name. 

Safeguards: 

When not in use by an authorized per¬ 
son. these records are stored in lockable 
metal die cabinets or in secured rooms 

Itrlfution mid di*po*al: 

Disposition of records shall be in ac¬ 
cordance with the HB. GSA Records 
Maintenance and Disposition System 
»OADP 1820.2 >. 

S> -trm manager ond address: 

Tlie Director of Personnel, 18th and P 
Streets NW„ Washington, DC 20405. 
Mailing address: General Services Ad¬ 
ministration <BP>. Washington, DC 
20405. 

Noli Tirol inn procedure: 

Current employees may obtain infor¬ 
mation about whether they are part of 
this system of records from their super¬ 
visor, from their personnel officer at the 
address following the notice GSA/OAD- 
22. or from the Director of Personnel at 
the above address, whichever is applica¬ 
ble. Former employees may obtain infor¬ 
mation from their former personnel of¬ 
fice. Applicants for GSA employment 
may obtain information from the per¬ 
sonnel officer responsible for the position 
for which they applied. 

Record acre-* procedure*: 

Current employees should direct re¬ 
quests to access records to their super¬ 
visor. to the appropriate personnel offi¬ 
cer at the address listed in the appendix 
following the notice GSA 'OAD-22, or to 
the Director of Personnel at the address 
listed above. Former employees should 
direct requests to access records to their 
former personnel office. Applicants for 
GSA employment may obtain informa¬ 
tion from the personnel officer responsi¬ 
ble for the position for which they ap¬ 
plied. For identification requirements re¬ 
fer to the agency regulations as outlined 
in 41 CFR 105-64. 

Contesting rmird prwtilun^: 

GSA rules for access to records and for 
contesting the contents and appealing 
initial determinations are promulgated 
in 41 CFR 105-04 published in the Fed¬ 
eral Register. 

Record *ourre categories: 

The Individuals themselves, other em¬ 
ployees. and supervisors. 

2.T-00—0019 (GSA/OAD-19) 

S» %trm name: 

Office Personnel Files OSA/OAD. 
System location: 

This system may be maintained at the 
supervisory or administrative office level 


throughout the Office of Administration 
nationwide. 

Categoric* of individual* cohered bi the 
*v*teni: 

Former and current OSA employees. 

Categories of records in the ejstem: 

This system consists of a variety of 
employee related records maintained by 
operating officials for the purpose of ad¬ 
ministering personnel matters affecting 
their employees. Examples of records 
contained in this system include: 

1. Statements of personal history. 

2. Employee performance ratings and 
assessments relevant to promotion po¬ 
tential. 

3. Suggestions. 

4. Counseling reports. 

5. Supervisory assessments of em¬ 
ployees* ability to meet career goals. 

6. Assessments of supervisory poten¬ 
tial. 

7. Employment inquiries from other 
agencies. 

8. Military service separations. 

9. Developmental needs. 

10. Miscellaneous training. 

11. Placement followup checklists. 

12. Staffing patterns and rosters. 

13. Leave and attendance information. 

14. Employee addresses and telephone 
numbers 

15. Military reserve lists. 

16 Assignment rosters. 

17. Affirmative action plan files. 

18. Accession and separation informa¬ 
tion. 

19. Performance and work measure¬ 
ment records. 

20. Employee parking permit applica¬ 
tions and related information. 

Authority for maintenance of llir tyateiux 
Executive Order 9830. 

Routine u»n of records mninlainrd in llir 
»v*(eni. including categoric* of user* 
and llir purpose# of such uses: 

The routine uses of these records are 
described In the appendix following the 
GSA notices. 

Policies mid practice* for Moring, retriev¬ 
ing. accessing, retaining, and d»*po*- 
ing of record* in the sy*tcm: 

Storage: 

Paper records in file folders and card 
files. 

Relrict ability: 

The records within this system are pri¬ 
marily retrieved by name. 

Safeguard*: 

When not in use by an authorized per¬ 
son. these records are stored in lockable 
metal file cabinets or In secured rooms 

ICt trillion and disposal: 

Disposition of records shall be in ac¬ 
cordance with the HB, OSA Records 
Maintenance and Disposition System 
(OAD P 1820.2>. 

Sy*lrm manager and atldrc**: 

The Executive Officer, Office of Ad¬ 
ministration, 18th and F Streets NW.. 


Washington. D.C. 20405. Mailing address: 
General Services Administration (BA*, 
Washington. D.C. 20405. 

Notification procedure*: 

Current employees may obtain infor¬ 
mation about whether they are part of 
this system of records from their supervi¬ 
sor. Former employees may obtain infor¬ 
mation from the appropriate personnel 
officer at the address listed in the appen¬ 
dix following the notice OSA/OAD-22. 

Record ucc<** procedure*: 

Current employees should direct re- * 
quests to access records to their supervi¬ 
sor. Former employees should direct re¬ 
quests to the appropriate personnel of¬ 
ficer at the address listed in the appendix 
following the notice OSA/OAD-22. For 
identification requirements, refer to the 
agency regulations as outlined in 41 CFR 
105-64. 

Contesting record procedure*: 

GSA rules for access to records and for 
contesting the contents and appealing 
ini tial d eterminations are promulgated in 
41 CFR 105-64, published in the Federal 
Register. 

Record source categoric*! 

The individuals themselves, other em¬ 
ployees. supervisors, and personnel rec¬ 
ords. 

C. L. Morrison. Jr.. 
Acting Director of Administration 

Dated at Washington, D.C. on March 
1. 1977. 

|FR Doc.77-7540 Filed 3-14 77:8:45 am I 


REGIONAL PUBLIC ADVISORY PANEL ON 
ARCHITECTURAL ANO ENGINEERING 
SERVICES 

Meeting 

Pursuant to Public Law 92-463. notice 
is hereby given of a meeting of the Re¬ 
gional Public Advisory Panel on Archi¬ 
tectural and Engineering Services, Re¬ 
gion 1: March 30. 1977. from 9:00 AM 
to 4:30 P.M.: Room 208. J. W. McCor¬ 
mack Post Office and Courthouse. Post 
Office Square, Boston. Massachusetts 
02109. 

The meeting will be devoted to the ini¬ 
tial step of the procedures for screening 
and evaluating the qualifications of 
architect-engineers under consideration 
for selection to furnish professional 
services for the following proposed 
projects: 

Downspout Replacement, Flooring. A :C ami 
Mite. Alterations U&. Custom House — 
Portland. Maine i 

Energy Conservation Alterations. Federal 
Building and U.S. Poet Office— August*, 
Maine 

Building Extension, U.& Border Station— 
Derby Line, Vermont 

The meeting will be open to the 
public. 

• Albert A. Gammal. Jr.. 

Regional Administrator. 

l FR Doc 77-7509 Filed 3-14-77:8:45 amj 
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REGIONAL PUBLIC ADVISORY PANEL ON 
ARCHITECTURAL AND ENGINEERING 
SERVICES 

Meeting 

Pursuant to Public Law 92-463, notice 
is hereby given of a meeting of the Re¬ 
gional Public Advisory Panel on Archi¬ 
tectural and Engineering Services, Re¬ 
gion 10, April 1, 1977, at 9:00 ajn.. Main 
Auditorium. Northwest and Alaska Fish¬ 
eries Center, 2735 Montlake Boulevard 
East, Seattle, Washington. The meeting 
will be concerned with the review of the 
conceptual design for the NOAA Western 
Regional Center, Seattle. Washington. 
The meeting will be open to the public. 

David L. Head, 
Regional Administrator. 

IPR Doc.77-7511 Plied 8-14-77:6:43 tm| 


Public Buildings Service 
(Wildlife Order 132; A-SD-491] 

FORMER FOREST SERVICE WORK CENTER. 

HOT SPRINGS, S. DAK. 

Transfer of Property 

Pursuant to Section 2 of Public Law 
537, Eightieth Congress, approved May 
19, 1948 (16 UJS.C. 667c), notice is 
hereby given that: 

1. By deed from the United States of 
America dated January 27, 1977, the 
property comprising 20,954 square feet of 
land improved with six buildings identi¬ 
fied as the former Forest Service Work 
Center, Hot Springs, South Dakota, has 
been conveyed to the 8tate of South 
Dakota. 

2. The above described property was 
conveyed for wildlife conservation pur¬ 
poses in accordance with the provisions 
of Section 1 of said Public Law 80-537 
(16 U.S.C. 667b). as amended by Public 
Law 92-432. 

Dated: February 25.1977. 

Thomas Peyton. 

Acting Commissioner, 
Public Buildings Service. 

{KR Doc77-7639 FUcd 3-14-77:8:46 im| 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Center for Disease Control 
OCCUPATIONAL SAFETY AND HEALTH 
Request for Information on Ctyddyl Ethers 

Section 20<a)<3i of the Occupational 
Safety and Health Act of 1970 <29 U.S.C. 
669<a)(3>> provides that the Secretary 
of Health. Education, and Welfare, on 
the baste of information available to him. 
shall develop criteria dealing with toxic 
materials W’hich will describe exposure 
levels that are safe for various periods of 
employment. Section 22(c) of the Act 
authorizes the National Institute for Oc¬ 
cupational Safety and Health iNlOSH) 
to develop recommended occupational 
safety and health standards and to per¬ 
form all functions of the Secretary of 
Health. Education, and Welfare, under 
sections 20 and 21 of the Act. NIOSH is 
proposing to develop a criteria document 


containing recommended occupational 
health standards for glycldyl ethers. 

The criteria document will Include 
among other items an evaluation of 
available Information relative to the 
areas listed below. 

Any person having information or data 
in any of the areas listed below, or in 
other areas considered relevant to the 
establishment of a safe and healthful 
occupational environment involving this 
substance Ls requested to submit such in¬ 
formation. with accompanying docu¬ 
mentation to Director. Division of Cri¬ 
teria Documentation and Standards De¬ 
velopment, NIOSH, 5600 Fishers Lane. 
Park Building. Room 3-28, Rockville. 
Maryland 20857 within 90 days. 

1. Establishment of safe occupational 
environmental levels for this agent In¬ 
cluding levels for acute and chronic ex¬ 
posure to airborne concentrations of the 
chemical agent as well as safe practices 
concerning direct contact with such 
agent. 

2. Establishment of biologic standards 
i.e., the levels of such agents, metabo¬ 
lites, or other effects of exposure which 
may be present within man without his 
suffering ill effects taking into consider¬ 
ation (a) the correlation of airborne 
concentrations of. and extent of expo¬ 
sure to such substance with effects on 
specific biologic systems of man such as 
the circulatory, respiratory, urinary, and 
nervous system, and <b) the analytical 
method for determining the amount of 
the substance which may be present 
within man. 

3. Engineering controls, including ven¬ 
tilation, environmental temperature, hu¬ 
midity. and housekeeping and sanitation 
procedures, with attention to the tech¬ 
nological feasibility of such controls. 

4. Specifications for the conditions un¬ 
der which personal protective devices 
should be required. 

5. Methods, including instruments, for 
air sampling and sample analysts of the 
chemical agent and methods of measur¬ 
ing levels of exposure to the physical 
agent. 

6. The need for medical examinations 
for workers exposed to such an agent, 
the frequency of such examinations, 
and the specific diagnostic tests which 


■ General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness of 
biological products. 

Agenda—Open public hearings. Any 
interested person may present data, in¬ 
formation, or view?, orally or in writing, 
on issues pending before the committee. 

Open committee discussion. Discussion 
of the recommendations for further clin¬ 
ical testing; standardization of aller¬ 
genic extracts: revision of several draft 
generic statements on epidermal, pollen. 


should be used and the rationale of their 
selection. 

7. Work practices or procedures which 
may be instituted for control of the w ork- 
place environment in normal operations 
and those which may be instituted when 
occupational environmental levels are 
temporarily exceeded or w f here peak con¬ 
centrations of chemical agents In man 
are reached. 

8. The types of records concerning oc¬ 
cupational exposure to such an agent 
that employers should be required to 
maintain. 

9. Warning devices and labels which 
should be required for the prevention of 
occupational diseases and hazards caused 
by such an agent. 

All information received concerning 
this substance, except that Information 
which is trade secret and protected by 
section 15 of the Act, will be available 
for public Inspection at the foregoing 
address. 

Dated; March 8, 1977. 

Edward J. Baicr, 
Acting Director . National Insti¬ 
tute for Occupational Safety 
and Health. 

| PR Doc 77-7515 Filed 3-14-77:8:45 am| 


Food and Drug Administration 
ADVISORY COMMITTEE 
Meeting 

AGENCY: Food and Drug Administra¬ 
tion, HEW. 

ACTION; Notice. 

SUMMARY: This notice announces a 
meeting of a public advisory committee, 
with a closed portion, of the Food and 
Drug Administration <FDA). It also sets 
forth a summary of the procedures gov¬ 
erning committee meetings and methods 
by which Interested persons may partici¬ 
pate in open public hearings conducted 
by the committee. And It ls issued under 
section 10(a) (1) and (2) of the Federal 
Advisory Committee Act tPub. L. 92-463. 
86 Stat. 770-776 (5 U.S.C, App. I>>. and 
FDA regulations, 21 CFR Part 2. Subpart 
D, relating to advisory’ committees. 


food, and miscellaneous inhalcnt ex¬ 
tracts; and draft label recommendations. 

Closed committee deliberations . Re¬ 
view’ of data submissions from allergenic 
extract producers on the subject of man¬ 
ufacturing techniques for epidermal 
allergenic extracts and food allergenic 
extracts. This portion of the meeting will 
be dosed to permit discussion of trade 
secret information (5 U.S.C. 552(b) <4>). 

Each public advisory committee listed 
above may have as many as four sepa¬ 
rable portions: <i> An open public heor- 


SUPPIXMENTARY INFORMATION: 
The following meeting is announced: 


Causnllli* mini 


AIlrTtniJr ritra»'ti /mtad 


Dttlr, time, «t*| 


Type ol ami totitMi pumu 


Apr. IA and UV, 4 . 

I»>. A)IOKs*rn:fvr Writ, 
HurkrUlt. Mil. 


Open (wKlk Itnydiir. Apr. 13, 4 ft.ni. to IU tt.ru.; 04 * 
oumiiilttw dUroadntt. Apr 15, in n.m. to i*m 
Apr. 14. •**> tt.ro. to lift tt.ni.: rtr»»i) onttifttlu* 
Apr W, to *«l}ouniri r»jt Cl* 

.V4*k illFfi M, JWO RorWllJ* Pike, lUtfi «Jft. \U 
3JM4. 
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NOTICES 


Inc. <2> an open committtee discussion. 
<3> a closed presentation of data, and (4) 
a closed committee deliberation. Every 
advisory committee meeting shall have 
an open public hearing portion. Whether 
or not it also includes any of the other 
three portions will depend upon the 
specific meeting involved. The dates and 
times reserved for the separate portions 
of each committee meeting are listed 
above. 

The open public hearing portion of 
each meeting shall be at least l hour long 
unless public participation does not last 
that long. It is emphasized, however, that 
the 1 hour time limit for an open public 
hearing represents a minimum rather 
than a maximum time for public partici¬ 
pation. and on open public hearing may 
last for whatever longer period the com¬ 
mittee chairman determines will facili¬ 
tate the committee’s work. 

Meetings of advisory committees shall 
be conducted, insofar as Is practical, in 
accordance with the agenda published in 
this Federal Register notice. Changes in 
the agenda will be announced at the be¬ 
ginning of the open portion of a meeting. 

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either orally 
or in writing, prior to the meeting. Any 
person attending the hearing who does 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the hear¬ 
ing’s conclusion, if time permits, at the 
chairman’s discretion. 

Persons interested in specific agenda 
items to be discussed in open session may 
ascertain from the contact person the 
approximate time of discussion. 

A list of committee members and sum¬ 
mary minutes of meetings may be ob¬ 
tained from the Public Records and 
Documents Center <HFC-18). 5600 Fish¬ 
ers Lane, Rockville. MD 20857. between 
the hours of 9 a.m. and 4 p.m.. Monday 
through Friday. The FDA regulations re¬ 
lating to public advisory committees may 
be found in 21 CFR Part 2. Subpart D. 
published in the Federal Register of 
November 26. 1976 (41 FR 52148). 

The Commissioner, with the concur¬ 
rence of the Chief Counsel, has deter¬ 
mined for the reasons stated that those 
portions of the advisory committee meet¬ 
ings so designated in this notice shall be 
closed. The Federal Advisory Committee 
Act < FACA >, as amended by the Govern¬ 
ment in the Sunshine Act (Pub. L. 94- 
409>, permit such closed advisory com¬ 
mittee meetings in certain circum¬ 
stances. Those portions of a meeting des¬ 
ignated as closed, however, shall be 
closed for the shortest possible time, con¬ 
sistent with the intent of the cited 
statutes 

The FACA, as amended, provides that 
a portion of a meeting may be closed 
where the matter for discussion Involves 
a trade secret; commercial or financial 
Information that is privileged or confi¬ 
dential; information of a personal na¬ 
ture, disclosure of which would be a 
clearly unwarranted invasion of personal 


privacy; investigatory files compiled for 
law enforcement purposes: information 
the premature disclosure of which would 
be likely to significantly frustrate imple¬ 
mentation of a proposed agency action; 
and Information in certain other In¬ 
stances not generally relevant to FDA 
matters. 

Examples of portions of FDA advisory 
committee meetings that ordinarily may 
be closed, where necessary and in ac¬ 
cordance with FACA criteria, include the 
review, discussion, and evaluation of 
drafts of regulations or guidelines or 
similar preexisting Internal agency doc¬ 
uments. but only if their premature dis¬ 
closure Is likely to significantly frustrate 
implementation of proposed agency ac¬ 
tion; review of trade secrets and confi¬ 
dential commercial or financial Informa¬ 
tion submitted to the agency; consid¬ 
eration of matters involving investiga¬ 
tory files compiled for law enforcement 
purposes; and review* of matters, such as 
personnel records or individual patient 
records, where disclosure would consti¬ 
tute a clearly unwarranted Invasion of 
personal privacy. 

Examples of portions of FDA advisory 
committee meetings that ordinarily shall 
not be closed include the review, discus¬ 
sion, and evaluation of general preclin- 
ical and clinical test protocols and pro¬ 
cedures for a class of drugs or devices; 
consideration of labeling requirements 
for a class, of marketed drugs or devices; 
review of data and Information on spe¬ 
cific investigational or marketed drugs 
and devices that have previously been 
made public: presentation of any other 
data or information that Is not exempt 
from public disclosure pursuant to the 


FACA. as amended; and, notably, de¬ 
liberative sessions to formulate device 
and recommendations to the agency on 
matters that do not independently Jus¬ 
tify closing. 

The Commissioner approves the 
scheduling of meetings at locations out¬ 
side of the Washington. D.C.. area on the 
basis of the criteria of $ 2.307 <21 CFR 
2.307) of FDA’s regulations relating to 
public advisory committees. 

Dated: March 8, 1977. 

Suer win Gardner. 

Acting Director # Food and Drugs. 

|FR Doc.77-7520 Filed 3-14-77;8 4ft ami 


ADVISORY COMMITTEE 
Meeting 

AGENCY: Food and Drug Administra¬ 
tion. HEW. 

ACTION: Notice 

SUMMARY: This notice announces a 
meeting of a public advisory committee 
of the Food and Drug Administration 
<FDA). It also sets forth a summary of 
the procedures governing committee 
meetings and methods by which in¬ 
terested persons may participate in open 
public hearings conducted by the com¬ 
mittee and is Issued under section 10(a) 
<1> and (2) of the Federal Advisory 
Committee Act <Pub. L. 92-463. 86 Stat 
770-776 <5 U.3.C. App. I)). and FDA reg¬ 
ulations. 21 CFR Part 2, Subpart D. relat¬ 
ing to advisory* committees. 

SUPPLEMENTARY INFORMATION 
The following meeting is announced: 


f'otmutfti* uamr 


D«t*. time. Mul plftre 


Dental DerU* Apr. 4 luut 5, D a.ni.. fuom 

l'lttMri i**». rn-K jgo c st. sw., 

WoAlitnfton, D-C. 


Typr of ruid routftci prrwti 


Open publk* kuMritif. Apr. 4, ® •.«». to 10 a.m.; 
comnUUeo dUruaidun, Apr. 4, U> AJn. to 4 pju., 
Apr. A,9ajtn. to4 pm., I>. Mrt*xy 8(*lgla4on. D.D.R. 
i It KK Vfi'. r*757 tittorgla Are., Silver Hprtnf. M<t 
**10.301 -U7-739. 


General Junction of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for the regulation. 

Agenda—Open public hearing. Inter¬ 
ested parties arc encouraged to present 
Information pertinent to the dental de¬ 
vices listed below to the executive secre¬ 
tary. Submission of data relative to ten¬ 
tative classification findings is also in¬ 
vited. Those desiring to make formal 
presentations should notify the executive 
secretary by April 1, 1977. and submit a 
brief statement of the general nature of 
the evidence or arguments they wish to 
present, the names and addresses of pro¬ 
posed participants, references to any 
data to be relied on, and also an Indica¬ 
tion of the approximate time required to 
make their comments. 

Open committee discussion. The Den¬ 
tal Device Classification Panel will re¬ 
view* and classify the following dental 
devices: Mechanical denture cleanser; 
oral irrigating unit: toothbrush, elec¬ 
trode gel for pulp tester; x-ray beam 
aligner; collimator; film cassette; intra¬ 
oral x-ray dental film: AC-powered den¬ 


tal amalgam tor; dental capsule; dressing 
forceps; dental furnace; dental oven; 
hand piece accessories; investment ma¬ 
terial; metal casting and soldering blow 
pipe; alcohol blow torch: amalgamator 
dispenser; mortar; pestlO; amalgamator 
tray accessory; anesthetic tube warmer, 
applicator; instrument and supply cabi¬ 
net; operative chair. All remaining de¬ 
vices initially placed in general control 
will be classified. 

FDA public advisory committee meet¬ 
ings may have as many as four separable 
portions: <l) an open public hearing. <2» 
an open committee discussion, (3) a 
closed presentation of data, and (4) a 
closed committee deliberation. Every ad¬ 
visory committee meeting shall have an 
open public hearing portion. Whether or 
not it also includes any of the other three 
portions will depend upon the specific 
meeting involved. There are no closed 
portions for the meetings announced in 
this notice. The dates and times reserved 
for the open portions of each commit¬ 
tee meeting are listed above. 

The open public hearing portion of 
each meeting shall be at least 1 hour long 
unless public participation does not last 
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that long. It is emphasized. however, that 
the 1 hour time limit for an open public 
hearing represents a minimum rather 
than a maximum time for public partici¬ 
pation. and an open public hearing may 
last for whatever longer period the com¬ 
mittee chairman determines will facili¬ 
tate the committee's work. 

Meetings of advisory committees shall 
be conducted, insofar as is practical. In 
accordance with the agenda published in 
this Federal Register notice. Changes In 
the agenda will be announced at the be¬ 
ginning of the open portion of a meeting. 

Any interested person who wishes to be 
assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, cither orally 
or in writing, prior to the meeting. Any 
person attending the hearing who does 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the hear¬ 
ing’s conclusion, if time permits, at the 
chairman's discretion. 

Persons interested in specific agenda 
items to be discussed in open session may 
ascertain from the contact person the 
approximate time of discussion, 

A list of committee members and sum¬ 
mary minutes of meetings may be ob¬ 
tained from the Public Records and 
Documents Center (HFC-18), 8600 

Ftehers Lane. Rockville. MD 20857. be¬ 
tween the hours of 9 a.m. and 4 pjn. 
Monday through Friday. The FDA reg¬ 


ulations relating to public advisory com¬ 
mittees may be found in 21 CFR Part 2. 
Subpart D. published in the Federal 
Register of November 26. 1976 (41 FR 
52148). 

Dated: March 9. 1977. 

William F. Randolph. 

Acting Associate Commissioner 
for Compliance. 
IFK Doc.77 7521 Filed 3-14-77:8:48 ami 


ADVISORY COMMITTEES 
Meetings 

AGE NCY: Food and Drug Administra¬ 
tion. HEW. 

ACTION: Notice 

SUMMARY: This notice announces 
April meetings of public advisory com¬ 
mittees of the Food and Drug Adminis¬ 
tration (FDA). It also sets forth a sum¬ 
mary of the procedures governing com¬ 
mittee meetings and methods by which 
Interested persons may participate in 
open public hearings conducted by the 
committees. And it is Issued under sec¬ 
tion 10(a) (1) and (2) of the Federal 
Advisory Committee Act (Pub. L. 93-463, 
86 Stat. 770-776 (5 U.8.C. App. I)), and 
FDA regulations. 21 CFR Part 2, Subpart 
D. relating to advisory committees. 

SUPPLEMENTARY INFORMATION: 
The following meetings are announced: 


DmU*. Unit, am] pboa Typo of row tin* and contort puraon 



General function of t?ic committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescription drug products. 

Agenda—Open public hearing. Any 
Interested person may present data, in¬ 
formation. or views, orally or in writing, 
on issues pending before the committee. 

Open committee discussion . The panel 
will review data submitted pursuant to 
the over-the-counter <OTC> review’s call 


for data for this panel (see also 21 CFR 
330.10(a)(2)). 

The panel will be reviewing, voting 
upon, and modifying the content of sum¬ 
mary minutes and categorisation of in¬ 
gredients and claims. 

The panel will be reviewing, voting 
upon, and modifying Its draft report in 
preparation for submission to the 
Commissioner. 


f.cmuUltar twitnt 


t External 

Dro* PrOdlKtx 


Dot* flint*, ium| pUc« 

Apr. 3 and I; lIotj<ft»y Inu. 
IMbonU. Mil. on Apr. 3; 
«Vjtifemnee mom A, ISirfc- 
fcwn Bid*.. 5WJU 
Lojwi, Hock till*. M<t mi 
A pr. < 


I > |«- of meet! tic mwl cmilout (wcmiii 


Oi*«i mcnmiilee ilUcusdoo, Apr. S. 9 uutzi. to 430 p.m.; 
open public bearing, Apr. 4. 9 a.at. to 10 uni.; open 
co m tu ition dbcu*4on, Apr. 4, 10 om. to 430 r “ 
Ar mot til 14 . Wnkb < 11 FD M 0 >, 3 flW> FUbnm 
Ruckvtllr. Mil 30157, 301-44*4*411. 


General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescription drug products. 

Agenda—Open public hearing. Any 
interested person may present data, in¬ 
formation. or view's, orally or in writing, 
on Issues pending before the committee. 

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) reviews* call 


for data for this panel (see also 21 CFR 
330.10(a)(2)). 

The panel will, be reviewing, voting 
upon, and modifying the content of sum¬ 
mary minutes and categorization of in¬ 
gredients and claims. 

The panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the Com¬ 
missioner. 
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NOTICES 


CottUUiUoc natitt 


Da?#, tiro*. oiid pla«* 


1. ( ar<UoTiiarub»r Devito 
(Uretlk-aliou rafirl. 


Apr. 4. V *jn.. roam 1137. 
IIBW-N-» 2W 1 Irwktwnd* 
^ Wmlilnr 


mca Avn. SW* 
w, 1 >.C. 


General Junction of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation. 

Agenda—Open public hearing . Inter¬ 
ested persons are encouraged to present 
information pertinent to the tentative 
classification findings. Persons desiring 
to make formal presentations should 
notify the executive secretary by March 
28. 1977. and submit a brief statement 
about the evidence or arguments they 
wish to present, the names and ad¬ 
dresses of proposed participants, refer¬ 
ences to any data to be relied on. and 
the approximate time required to make 
their comments. 

Open committee discussion . The panel 
will make classification recommenda¬ 
tions for the following devices: Apex 
cardiographs: ballts tocardiographs; 

blood pressure cuffs; blood pressure 
microphones: dye injectors fused with a 
den&iomcter): ear oximeters; echocardi- 
ographs: flow probes; heart sound signal 
conditioners and amplifiers; magneto¬ 
cardiographs; oximeters: phlcbographs 
(impedance): phonocradiographs; steth¬ 
oscopes: syringe actuaters; A-V oxygen 
difference computers: blood volume com¬ 
puters; oxygen consumption analyzers; 
spectrophonocardiographs; stroke vol¬ 
ume computers; acoustic catheters; 


C'liuiml 11## ttnaw 11*1*. umf. and j ilae# 


Type of mcctltit 8nd contact JK-raoo 


OIIM 1 bluing. via. to 10 am.; wm\ cutnmitUo 
ilferttsdon. 10 turn, to 4 p.m.; OW»nn A. Rahrrwaltar 
(1IFK VA1>. *r»? (Jeunrto Aw„ eUtorr Spring. MtL 
jobio, *n-u7-rm 


blood sampling catheters; cannulas; 
catheter fittings; catheter tip occluders; 
PH catheter probes: stylets; trocars: vas¬ 
cular puncture needles; ECO telephone 
systems; RF telemetry systems; ECG 
lead switching adapters; on-line blood 
gas monitors; oscillometers: alphanu¬ 
meric displays; analog displays (e.g.. 
panel meters) computer display con¬ 
soles; direct writing recorders: light 
beam recorders; magnetic tape record¬ 
ers; event recorders; trend recorders; 
connectors: intravenous catheters: left 
ventricular vtnt catheters; saw blades; 
medical support stockings; thoracic 
drains; biopsy needles; dilators; exter¬ 
nal vein strippers; extravascular biopsy 
devices: femoral tunnelers; forceps: 
infundibular punches; intraluminal 
vein strippers; retractors; valvulotomes; 
automatic rotating tourniquets; plethys- 
mographs (photoelectric, pneumatic, 
and hydraulic): pulsatile assist device; 
pacemaker leads; pacemaker service 
kits; electrosurgienl electrodes. 

The panel will make its final classifi¬ 
cation recommendations. including 
specific justifications when necessary, 
for the following Implants, life-support¬ 
ing. and life-sustaining devices: pace¬ 
maker electrode*, pacemaker batteries, 
vascular graft pros theses, long-term 
vascular catheters, and defibrillators. 


Typ* of mnrtJiuc and amUrt (Kfsofl 


4 . Anti lnfrellvi* A*i*«»t« Ad- Apr. 4 and & j Coairmnw Opwi public hearing. Apr. 4. 0 aon. to 10 a.m.; upon 
vimry t ommtriiH* roam O. raHiUiwn Bldg.. cmumitler Apr. 4. H> a m. to ISO ri.m.. 

VMU KUh*rv Uur. Hoi k- Aar. &. II am. to 12 JO pun ; Mary K Mro« h f >1K1>- 
vl!W. Md- 110). MOO FUboo Lv,«*. litxkviiU. Md. JMS7. *•»- 

mm. 


General /unction o/ the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational pre¬ 
scription drugs for use in Infectious 
diseases. 

Agenda — Open public hearing . Any 
interested person may present data, in¬ 
formation. or views, orally or in writing, 
on issues pending before the committee. 

Open committee discussion . Discus- 

Commit t» notn» Doto. tim*. aud pine* 


sion of the definition and distinction in 
the meaning of bacteremia and speti- 
cemia as related to label claims: risk 
associated with parenteral use of 
neomycin sulfate; safety and effec¬ 
tiveness of intrathecal injection of 
gentamicin; need for a label warning 
against lntra-articular Injection of Ir¬ 
rigation with penicillin solutions; pro¬ 
posed guidelines for in vitro < vlrological) 
testing of antiviral drugs; and update 
of FDA actions. 


Typ* el Hurting end rtmtnrl permti 


k Orel Cerlty PatiH . . .. Apr. 13 tod IS. Contorrtw* Open public hoariug. A|ir. 13, t) ».m. to 10 a.m.; open 

iooui K. Borkluwu Bldg., committee dbcuulcni. Apr. 12. 10 aud. to 4 SO pm.. 
MW> m»rr* Lenr. Rock- Apr. U. 0 a.m. to 4 JO p.m.; John T. M<FJ/oy HI ri>- 
vMr, Md. f» 10). MW) n»hrri Iatus, ftorkvin*. Md. 30857, *H- 

in i—i 


General /unction oj the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescxiptlan drug products. 

Agenda—Open public hearing. Any in¬ 
terested person may present data, infor¬ 
mation. or views, orally or in writing* on 
issues pending before the committee. 

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review's call 


for data for this panel (see also 21 CFR 
33040<a><2>>. 

The panel will be reviewing, voting 
upon, and modifying the content of sum¬ 
mary minutes and categorization of in¬ 
gredients and claims. 

The panel will be reviewing, voting 
upon, and modifying its draft report In 
preparation for submission to the Com¬ 
missioner. 
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Committer name 

Pat#, time, and pfom 

Typo of meeting and eon Lott |«non 

A National Advteory Food Apr. 14 and 15, 0 o.m. f Con- 
ao<! Dm* Corn mil toe. Imnc* room tl. Parhlawn 

llldi:.. MOO PUlMm Lon*. 
RockrlJK kid. 

Open public hewing. Apr. 14, 9 a.m. to 10 a.fiL open 
commute* flivo.-v-ion. Apr. 14, 10 a^n. to 4 p.m. 
Apr. 15, tt a.m. to 1 p.m.; William V. Whiteboro. 
M.D. (flKO-IK 5000 fc<d£ni Lane, Ho,krill* M t 
90*57. >11-415-1517. 

General function of the committee. 
Reviews and evaluates agency programs 
and advises on policy matters of na¬ 
tional significance as they relate to the 
statutory mission of the Food and Drug 
Administration In the areas of foods, 
drugs, cosmetics, medical devices, bio¬ 
logical products, and electronic products. 
Reviews and makes recommendations on 
applications for grants-in-ald for re- 

search projects relevant to the mission 
of the Food and Drug Administration as 
required by law. 

Agenda—Open public hearing. Any in¬ 
terested person may present data, infor¬ 
mation. or views, orally or in writing, on 
issues pending before the committee. 

Open committee discussion. Agenda 
items to be announced. 

Oamnuure name 

l>aU*. time, and ploor 

Typo of nMating and contact |*rwm 

f. Orthopfybc D*vlrv Claad- Apr. 14 and 15, • aan., Ken- 
Draflon Ponrl ilworth Kwim. Ilyolt- 

Ilrgwicy 11 oti*l, Sr w Or- 
Iran*, 140. 

Opttti public hearing, Apr. 14, 9 o.m. u> 10 o.ra.; open 
eammltu* dUrwrton, Apr. 14. 10 *.m. U) 5 puin., 
«lwn public hearing, Apr. 15, 9 a.m. to 10 a.m.; open 
I'onimUtoe dUrumtxtt, Apr. 15. 10 a.m. to 2 p„m.' 
Januse* G. pnkm, Ch.I). <nKK-470>. S7M Oroigla 
Avw, 8lU«r Spring. Md. 90910, 30l-L!7-7£i8. 


General function of the'committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes rec¬ 
ommendations for their regulation. 

Agenda—Open public hearing. Inter¬ 
ested persons are encouraged to present 
to the executive secretary, information 
pertinent to classification of orthopedic 
devices. Submission of data relative to 
tentative classification findings is also 
invited. Persons desiring to make formal 
presentations should notify the executive 
secretary by April 1, 1977, and submit a 
brief statement about the evidence or 
arguments they wish to present, the 
the names and addresses of proposed 
participants, references to any data to 
be relied on, and the approximate time 
required to make their comments. 

Open committee discussion. On April 
14: In accordance with the Medical De¬ 
vice Amendments of 1976, the Orthopedic 
Device Classification Panel will review 
the available information and classify the 
following devices: elbow prosthesis: 
spinal fixation devices, ligament implant; 
carpal prosthesis (partial wrist pros¬ 
thesis); cement mixer; cement hood; 
hemiarthroplasties; diaphyseal substitu¬ 
tion (custom); shoulder prosthesis: 


upper humerus replacement prosthesis; 
total hip prosthesis; intcrpositional de¬ 
vice (acetabular components); Implants 
for total bone replacement; bone nails; 
cerclages, staples: threaded pins; wire; 
condylar plates; humeral head and neck 
nail plates: proximal femoral fixation 
devices; pneumatic hand Instrument; 
air pressure tourniquet (includes cuffs, 
regulators, hoses, etc.); A-C powered 
instrument system; pneumatic instru¬ 
ment system; DV-cured cast material; 
surgical table with orthopedic acces¬ 
sories; internal extremity stlmulAtor; 
prosthesis storage case; traction carts; 
measuring devices and accessories: (cali¬ 
pers; depth gauges; goniometers; pro¬ 
tractors; dynamometers; scales and 
measuring tapes; calibrated guide pins; 
femoral head gauges; angle guides; tem¬ 
plates) ; nonpowered penetrating trac¬ 
tion devices and accessories. 

On April 15: In accordance with the 
Medical Device Amendments or 1976, the 
Orthopedic Device Classification Panel 
will review the available information and 
classify ceramic orthopedic appliances. 

Anyone interested in presenting 
scientific data Or information pertinent 
to the panels classification activities 
should contact the executive secretary. 


Gurnruitte# imim* Dole. Unto. and place 


Typ* of TmvtJuf and ♦ unfurl prraoti 


S. VtafttoptiarniairtiUral A»t Apr. tl and 15, tta.ui.. Con- Opr»» committee A nr l« 0 « to 

SRTjriw£ 

Law, Kurkrillr, SU\. 


{£*• * 1 Un».;CTll. Harwell, M l) f|/pD- 

KUwn UMi KoofcvtlW, UdT RQH7, Hf- 


General function of the committee. Re¬ 
views and evaluates available data con¬ 
cerning the safety and effectiveness of 
marketed and investigational prescrip¬ 
tion drugs for use in the practice of nu¬ 
clear medicine. 

Agenda—Open public hearing. Any in¬ 
terested person may present data, infor¬ 
mation, or views, orally or in writing, on 
issues pending before the committee. 

Open committee discussion. Report on 
actions on committee recommendations; 
discussion of the major responsibilities of 
the Bureau of Radiological Health; re¬ 


port of the Bureau of Radiological 
Health Task Force on Short Lived Radio¬ 
nuclides: report of the Pediatric Nuclear 
Medicine Subcommittee; discussion of 
drug advertising; status report of the 
Medical Oriented Data System < MODS' 
program; status of bivestigational new 
drugs (IND’s), new* drug applications 
(NDA's) and the Radioactive Drug Re¬ 
search Committee; reporting require¬ 
ments for the Radioactive Drug Research 
Committee; discussion of specific IND 
and NDA problems. 
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NOTICK 


CommillM muu* 1A0*. tin*** !»lnn» 


». Xcttroftoflral Ifevk* Ct«*> An t. l\ Room 

illiriKtM VBA aw l* W. W., 

IWhljifion. IXC. 


General function of the committee . Re - 
view* and evaluates -available data con¬ 
cerning the safety and effectiveness of 
devices currently In use and makes 
recommenations for their regulation. 

Agendo—Open public hearing. Inter¬ 
ested persons are encouraged to present 
information pertinent to the tentative 
classification of any of the devices classi¬ 
fied by the panel to the executive secre¬ 
tary. and particularly those devices to 
be considered at this meeting. Submis¬ 
sion of data relative to tentative classi¬ 
fication findings is also invited Persons 


Tyi» mi umtifif iml contact pawn 


Own mifeHc hfHirfmr. 9 a.m. to K» ».m : open romralttoo 
iU<niwon. Miwm. u» l p.m : Jmimw K. Voato (HPK- 

«S0), *747 CmmlA Am., Kltrr Md. 

joi~c??-729i. 


desiring to make formal presentations 
should notify the executive secretary by 
April 6. 1911. and submit a brief state¬ 
ment about the evidence or arguments 
they wish to present, the names and ad¬ 
dresses of proposed participants, refer¬ 
ences to any data to be relied on, and the 
approximate time required to make their 
comments. 

Open committee discussion. Review 
and classify CAT brain scanners and ul¬ 
trasonic cutting tools; review all prior 
classifications; update 18-que5tion logic 
scheme 


Commit tm n am* Pole. tiro*, nod pdoco Type ol mottni and rent art prrwMi 


|0. Airtitntrruhtal PnnH Int IS miiA IS, Confcrmw 
room K. Piurfcliwm Rbiy., 
.'irtiw Kbffirrt low. Rork* 
vttlr. Mil 


General function of the committee. Re¬ 
views and evaluates available data con¬ 
cerning the safety and effectiveness of 
nonprescription drug products. 

Agenda —Open public hearing Any 
interested person may present data, in¬ 
formation. or views, orally or in writing, 
on issues pending before the committee. 

Open commtttee discussion. The panel 

( ©rammer natter I>*U% Utw, Mid ptacr 


Open ptililir hearing. Apr. l>. 9 u.m. to 10 a.tn.; oprn 
cummlllrc Apr 1’*. 10 a.m. l« luin., 

Apr. 10, 0 *.ru. to 4 99 pm. Arn*»i>i1 M. Vvd«h 
♦ HKI> ftW>. MOO FHhrta Uu-. R.vkvHk. MtL Stott. 
an 4i* 4 'jO) 

will review data submitted pursuant to 
the over-the-counter (OTC» review’s call 
for data for this panel <see also 21 CFR 
330.10*a► <2*». 

The panel will be rev lew tog, voting 
upon, and modifying the content of sum¬ 
mary minutes and categorization of in¬ 
gredients and claims. 

Type of tin* unc and roaUrt p nun 


11. Omrral TltwpUa) and 

f Vrwvui! Car I Vr-rlrw 
ClaMiilrMiM) l*a»rl. 


Apr. II and l». roum I MW, op«t public Apr. la. H2Q Jem. tu 9*a a.m.* 

KB-fc. an C St rtor , ojren commitIm dlvuWoti. Apr. Is. 9 a,m to 4 *9 
Washington. H.C. u.rn., Apr. 10, fcJO a.i«. to 4 3d fern HUttom C. 

htirk-dKidr. Pic P. (ime-4M>.WS7 «.«**** Arrc, 
81tmr Spring. Md. AWI0, ai-A27-r34 


General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation. 

Agenda—Open public hearing. Inter¬ 
ested persons are encouraged to present 
information pertinent to the classifica¬ 
tion of general hospital and personal use 
devices to the executive secretary. Sub¬ 
mission of data relative to tentative clas¬ 
sification findmgs is also invited. Persons 
desiring to make formal presentations 
should notify the executive secretary by 
April 11. 1977. and submit a brief state¬ 
ment about tile evidence or arguments 
they wish to present, the names and ad¬ 
dresses of proposed participants, refer¬ 
ences to any data to be relied on, and 
the approximate time required to make 
their comments. 

Open committee discussion. The pur¬ 
pose of this meeting is to classify the 
following devices: blood-drawing chair; 
blood lancet: plastic bowl specimen col¬ 
lector; examination cape; modesty 
drape; patient examination glove; exam¬ 


ination gown; tongue depressor; cuff ln- 
t la tor; battery- powered stethoscope; 
mechanical stethoscope; room air puri¬ 
fier; ultrasonic cleaner; bedpan sanitiz¬ 
er; biological sterilization indicator; 
physical sterilization indicator: solution 
warmer stand; kick bucket; foot stool; 
elastic bandage; abdominal binder; peri¬ 
neal binder; elastic stocking; scrotal 
support; spine board; adhesive strip skin 
closure; liquid adhesive «collodion > skin 
closure; staple skin closure; chemical 
cold pack; chemical hot pack; sponge 
scale; surgical scissors: sterile burn 
sheet; lower extremity Unction hinged 
half-ring splint; inflatable splint, rigid 
splint; hand carried stretcher; wheeled 
stretcher; sucUon tip; general tubing for 
fluid delivery systems; hot water bottle; 
intravascular pneumatic feed adminis¬ 
tration set; infusion apparatus ceiling 
mount; infusion gravity chamber; intra¬ 
vascular filter; intravascular fluid In¬ 
fusion set; infusion apparatus pole; 
pump holder; heat lamp; ultraviolet air 
purifier. 
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Ccmnsltl** 


D%Ui. Urn*, and place 


Tjrp* of mo* Un# and contact pmui 


IS. Itomaiolovy DmIc# Apr. IS and 19. 9am., room 
('iMIk-nttai PancL IM3, FH-K. JuO O 81. 8W 

WaahinfUn, l).C. 


Open public beuriu^, Apr. U, 9 o.m. U» \o a.tu.; open 
curoaiiU** tUftcuiMioti, Apr. IN 10 am. t«» S iuu . 
Apr. tV.9a.vn.loSp.in.; KiUnt A Hr., |*h D.. tllKK - 
440), *7S7 Ororr* Atr . Silver J*prlnjr t Md 3»|0. 
iw-ir-raoi 


General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently In use and makes 
recommendations for their regulation. 

Agenda—Open public hearing. Inter¬ 
ested persons are encouraged to present 
to the executive secretary, information 
pertinent to the classification of 
hematology devices. Submission of data 
relative to classification findings Is also 
Invited. Persons desiring to make formal 
presentations should notify the executive 
secretary by Aprfi 8. 1977, and submit a 
brief statement about the information 
they wish to present, the names and ad¬ 
dresses of proposed participants, refer¬ 
ences to any data to be relied on. and the 
approximate time required to make their 
comments. 

Open committee discussion. On April 
18: The Hematology Device Classification 
Panel will classify the following products 

ComrulU*T nan* D»ir. itii*. mil ptorr* 


used in clinical hematology laboratories: 
blood cell stains; hemoglobin; abnormal 
hemoglobins; particle counters used for 
evaluation of blood cells fcell counting >; 
peripheral blood cell analyzers for WBC. 
platelets, and RBC characteristics; red 
cell indices; hematocrit; erythrocyte 
sedimentation rate; bleeding-time de¬ 
vices; red blood cell and white blood cell 
enzyme reagents and systems. 

On April 19: The Hematology Device 
Classification Panel will classify the fol¬ 
lowing: prothrombin time; partial 

thromboplastin time; fibrinogen: sys¬ 
tems and reagents for coagulation; 
activated whole blood clot time; throm¬ 
bin time: fibrin fibrinogen degradation 
products; platelet count and platelet ag¬ 
gregation systems and reagents; throm¬ 
boplastin generation test; factor defici¬ 
ency tests: eu globulin lysis test: stypven 
time; repuJase time: para-coagulation 
test. 

T)pr tW nM*tlnc ttitd rutUart fwrftoti 


IX Jminunok«\ 

tlttflrffWwri'tii FatM. 


Apr. )i amt 19, t Ntti.. «.*p*« pubtl* brartii* Apr, IS, 9a.ro. to K> ».m.; op u 
n».im lir, IIKU N.( R»> I'unuultttv <U>«nmi<ru. Apr. K !«i a.iu. to A p m., 
i:itlri<rm|<-iw.«' Atr- >H Ape. hi, 9 am. in A p.m.: S- K N’^tUiuiUli, l»ti. D., 

WofUdsgunu D.r. n.V M. iikk «m».. tear Ur***in a rti MWrr 

Siiiuc. Mi). „t*Au. an liT Till. 


General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation. 

Agenda—Open public hearing. Inter¬ 
ested persons are encouraged to present 
to the executive secretary. Information 
pertinent to classification of immunology' 
devices. Submission of data relative to 
tentative classification findings is also 
invited. Persons desiring to make formal 
presentations should notify the execu¬ 
tive secrcUry by April 10. 1977, and sub¬ 
mit a brief statement about the evidence 
or arguments they wish to present, the 
names and addresses of proposed par¬ 
ticipants, references to any data to be 


relied on. and the approximate time re¬ 
quired to make their comments. 

Open committee discussion. The panel 
will classify the following antiserum to: 

Ci,,-factor B; ceruloplasmin: fibrino¬ 
gen; ferritin; total immunoglobulins; 
complement protein; IG^; I C G,; I^G,: 
1,0.; albumin; Alpha-1-acid glycopro¬ 
tein: alpha-1 -antichymotrypsin: alpha- 
1 -lipoprotein; alpha-2-macroglobulin; 
low density lipoprotein < qualitative); C- 
reartive protein f qualitative*; factor 
X1H-A and S; free secretory compo¬ 
nent; hemoglobin; lipoprotein X; myo¬ 
globin; whole human scrum; whole 
human plasma; hemolytic systems: 
rheumatoid factor. 


( onwmttrr IUU lir 


14 l>tnUM<« atul 
Cart* l*iutrt. 


Dot*. Umr. mil place 


Ln iitAi Ajif. .1 ami rmtfrmu'* 
rtwtto H. I’srttewn Hide.. 
ViO) Unr. K->1 

%tUc. 514, 


T> pr nt iiH<rtltif ami conia-t pentm 

Open ie»h^r taarinc. Apr. 21. f m.m. to IQ n».; opru 
ronunitlrr dtacUArion. Apr. il. 10 a.no to 4 JO pjn., 
Aor. JX t# iuu. to 4AD pan.; MK h**l l>. Krtu*d> 
(itFD Am. MO nibcm Low, RotAriUr. M*f 
30UT. au|-4U-4i*ia 


General function of the comjriUtee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescripUon drug products. 

Agenda—Open public hearing. Any 
interested person may present data, in¬ 
formation, or views, orally or in writing, 
on issues pending before the committee. 

Open committee discussion . The panel 
will review data submitted pursuant to 
the over-the-counter *OTC> review's 


call for data for tills panel «see also 21 
CFR 330 10'a> (2) •. 

The panel will be reviewing, voting 
upon, and modifying the content of 
summary minutes and categorization 
of ingredients and claims. 

The panel will be reviewing, voting 
upon, and modifying its draft report In 
preparation for submission to the Com¬ 
missioner of Food and Drugs. 
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CwnmlttM itaon Dili. Urn*, wd pli» Type of ni#Uo| end oootMt pereoti 


ifr. OtxioUtca and Om- 
oology Advisory C om* 
mitt**. 


Apr. 22, « a-m.. mJravoa 
rooms O aod H. Part* 
U«n Bids-, MOO Kitbef* 
Lone, Rockrillf, Md. 


Open public bearing. 9 a.in. to 10 a. m.; opoo eommlty* 
dmcuwloa. 10 a.m. to 5 pjn.; A.T. <%olr*. PA D. 
(O FD-ISO). MOO Flahers Lane, Rockville, Md. 20857, 
20t “4454510. 


General /unction of the committee . 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational pre¬ 
scription drugs for use in the practice of 
obstetrics and gynecology. 

Agenda — Open public hearing . Any in¬ 
terested person may present data, infor¬ 
mation. or views, orally or in writing, on 
issues pending before the committee. 


Com mi itr« namo I>atr. time, and placo 


Open committee discussion. Discussion 
of Sandoz's new drug application (NDA) 
17-962 <Bromocriptine); discussion of 
estriol and breast cancer; report to the 
committee on the clinical guidelines for 
evaluating drugs for osteoporosis ( work¬ 
shop) ; report to the committee on clini¬ 
cal guidelines for testing of systemic con¬ 
traceptives (subcommittee); and discus¬ 
sion of PDA action report. 


Trite of uwx’Unf and contact pernm 


If. Conlraccpll vr and other Apr. 22 and 2L coafrrrnce 
V net oaf Unie Product* nxnu A, Paxklawn Bi 


Panel. 


___Ida., 

,vni Fillers Lane, Rock¬ 
ville. Md. 


Open public bran «g. Apr. Alan, to 10 a.^; open 
committee dJactualou. Apr. 22, 10 lofJDp^ 
A nr. 21,9 a.m. to 4*0 p.m.; Armmid M-WakhOl KO- 
510). 5000 Ptaliart Lane, RoekviU*. Md. 2085,. 8M- 
lift 


General function of the committee . Re¬ 
views and evaluates available data con¬ 
cerning the safety and effectiveness of 
nanprescription drug products. 

Agenda-Open public hearing. Any In¬ 
terested person may present data, infor¬ 
mation. or views, orally or in writing, on 
issues pending before the committee. 

Open committee discussion . The panel 
will review data submitted pursuant to 
the over-the-counter <OTC> review’s 


Commit!** nam* Date. Uma. and placo 


call for data for this panel (see also 21 
CFR 330.10(a) (2)). 

The panel will be reviewing, voting 
upon, and modifying the content of sum¬ 
mary minutes and categorization of in¬ 
gredients and claims. 

The panel will be reviewing, voting 
upon, and modifying Its draft report in 
preparation for submission to the Com¬ 
missioner. 


Type of mooting and contact |*rMm 


nr. Clinical Chwnlatry bo¬ 
ric* Class! ftration 
Panel. 


Ape. 25 and 35. room 1409, 
TFb- 8, 0 fit. BW„ 
Washington. D.C. 


Opon public hearing. Apr. 25, 9 aJU. to 10 a-tn.; opoa 
committee dUcnarion, Apr. 3S, 10 a.in. to 5 p-m*. 
Apr. 28,9040. to 5 p.m.; Kaiser AM*. Ph. D ; . (UFK- 
440), 8757 Ocorfia Ava., Silver Spring, Md. 20910, 
20ft-427-72MK 


General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation. 

Agenda—Open public hearing. Inter¬ 
ested persons are encouraged to present 
information pertinent to the classifica¬ 
tion of clinical chemistry devices to the 
executive secretary. Submission of data 
relative to tentative classification find¬ 
ings Is also invited. 

Open committee discussion. On April 
25: The panel will classify the following 
in vitro diagnostic products: adrenocor- 
tlcotropin. aldosterone, androstenedione, 
androsterone. cortisol, corticosterone, 
etsradiol, estriol. estrone, angiotensin/ 


Committee naina Dale, time, and place 


renin, gastrin, insulin, glucagon, growth 
hormone, 5-hydroxyindole acetic acid, 
luteninizlng hormone, follicle-stimulat¬ 
ing hormone, thyroid stimulating hor¬ 
mone, testosterone, parathyroid hor¬ 
mone, pregnanedlol, progesterone, pros¬ 
taglandins. 

On April 26: The panel will classify 
the following in vitro diagnostic prod¬ 
ucts: aldolase, blood gases, calcium (by 
flame photometry). amino acids, ascorbic 
acid, glucuronidase, dehyrogenase (iso- 
citric). cyclic AMP. cyclic OMP. hydro- 
xybutyric dehydrogenase, leucine amino- 
peptidase. mucopolysaccharides, porphy¬ 
rins, pyruvic acid, instruments for gen¬ 
eral purpose. 


Type of meeting wnl contact i*ow 


IS. lfemorrhoblul ran*).... 


Apr. 29 and 80, coufemtc* Open public hearing* Apr. 29, 9 » «ru to 10 1 a-m.; open 
room A. TarkUwa Bldg.. commute® dl*wian, Apr. M, 10 a-m. 4, 
MOD Lone. Hock- 


vill®, Md. 


(1IFD-M0), MOO Filbert 
J0857,20|-4iA-49fn. 
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General function of the committee . 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescripUon drug products. 

A pen da — Open public hearing. Any 
interested person may present data, In¬ 
formation, or views, orally or in writing, 
on issues pending before the committee. 

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review's call 
for data for this panel (see also 21 CFR 
330.10(a)(2)). 

The panel will be reviewing, voting 
upon, and modifying the content of sum¬ 
mary minutes and categorization of in¬ 
gredients and claims. 

The panel will be reviewing, voting 
upon, and modifying Its draft report in 
preparation for submission to the Com¬ 
missioner. 

FDA public advisory committee meet¬ 
ings may have as many as four separable 
portions: U) An open public hearing, 
(2) an open committee discussion, (3) a 
closed presentation of data, and (4) a 
closed committee deliberation. Every ad¬ 
visory committee meeting shall have an 
open public hearing portion. Whether or 
not it also includes any of the other three 
portions will depend upon the specific 
meeting involved. There are no closed 
portions for the meetings announced in 
this notice. The dates and times reserved 
for the open portions of each committee 
meeting arc listed above. 

The open public hearing portion of 
each meeting shall be at least 1 hour long 
unless public participation does not last 
that long. It is emphasized, however, that 
the 1 hour time limit for an open public 
hearing represents a minimum rather 
than a maximum time for public partici¬ 
pation. and an open public hearing may 
last for whatever longer period the com¬ 
mittee chairman determines will facili¬ 
tate the committee’s work. 

Meetings of advisory committees shall 
be conducted, insofar as is practical. In 
accordance with the agenda published in 
this Federal Register notice. Changes 
in the agenda will be announced at the 
beginning of the open portion of a 
meeting. 

Any Interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
jjortion of a meeting shall inform the 
contact person listed above, either orally 
or in writing, prior to the meeting. Any 
Person attending the hearing who docs 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the hear¬ 
ing’s conclusion, if time permits, at the 
* hairman's discretion. 

Persons interested in specific agenda 
Uems to be discussed in oi>en session may 
ascertain from the contact person the 
approximate time of discussion. 

A list of committee members and sum¬ 
mary minutes of meetings may be ob¬ 
tained from the Public Records and 
Documents Center (HFC-18), 5600 

Fishers Lane, Rockville, MD 20857, be¬ 
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. The FDA regu¬ 
lations i elating to public advisory com¬ 


mittees may be found in 21 CFR Part 2. 
Subpart D. published in the Federal 
Register of November 26. 1976 (41 FR 
52148). 

The Commissioner approves the sched¬ 
uling of meetings at locations outside of 
the Washington. DC. area on the basis 
of the criteria of S 2.307 (21 CFR 2.307) 
of FDA's regulations relating to pub¬ 
lic advisory committees. 

Dated: March 9. 1977. 

William F. Randolph. 

Acting Associate Commissioner 
for Compliance. 

(FR Doc.77*7532 Filed 3-14-77:8:45 am] 


National Institutes of Health 

REPORT ON CARCINOGENESIS BIOASSAY 
OF 1,1,1-TRICHLOROETH ANE 

Availability 

1,1,1 -Trie hi o roe thane has been tested 
for cancer-causing activity with rats and 
mice in the Carcinogenesis Program, Di¬ 
vision of Cancer Cause and Prevention. 
National Cancer Institute. A report Is 
available to the public. 

Summary: The carcinogenesis bioas¬ 
say of technical grade 1.1.1-trichloro- 
ethane was conducted using Osbome- 
Mendei rats and B6C3F1 mice. 1.1,1- 
Trlchloroethane was administered oral¬ 
ly by gavage in com oil to 50 animals 
of each sex and species at two dose levels 
5 days per week for 78 weeks. 

Rats: The experiment was originally 
started using doses of 3.000 and 1.500 
mg/kg of body weight. After a few 
weeks the study was terminated, and the 
animals discarded because of marked 
signs of Intoxication. The experiment 
was restarted with rats 7 weeks of age 
that were put on doses of 1,500 and 750 
mg/kg. There was a moderate depres¬ 
sion of body weight in the first year of 
study. During the second year a yellow- 
discoloration of the fur of the low-cr 
abdomen and Increased eye and nasal 
discharge and dyspnea were noted. Both 
males and females given the test chem¬ 
ical exhibited early mortality when com¬ 
pared with the untreated controls, and 
the statistical test for dasc-rolated trend 
was significant (P<0.04>. All surviving 
animals were killed at 117 weeks of age. 

Mice: Male and female weanlings were 
started on test at 5 weeks of age and 
killed at 96 w*ecka of age. Initially, the 
doses for male and female mice w*ere 
4,000 and 2.000 mg/g body weight. Dur¬ 
ing the 10th week of the study, doses 
were increased to 5,000 and 2,600 mg/kg. 
since the animals apparently could toler¬ 
ate a higher dose. Doses were again 
increased at week 20 to 8.000 and 3.000 
mg/kg and maintained at tliese levels 
to the end of the study. Time-weighted 
average doses for the high- and low- 
dose mice were, respectively, 5,615 and 
2.807 mg kg. There w'hs a moderate de¬ 
pression of body weight throughout the 
study in both sexes of mice, and the sur¬ 
vival was significantly decreased. In the 
female mice, there was a positive dose- 
related trend *P~ 0.002* in the propor¬ 
tions surviving. 


A variety of neoplasms were repre¬ 
sented in both 1.1,1-trichloroethane- 
treated and matched-control rats and 
mice. However, each type of neoplasm 
has been encountered previously as a 
lesion in untreated rats or mice. The ne¬ 
oplasms observed are not believed attrib¬ 
utable to 1.1,1-trichloroethane exposure, 
since no relationship was established be¬ 
tween the dosage groups, the species, sex. 
type of neoplasm, or the site of occur¬ 
rence. Even if such a relationship were 
inferred, it w r ould be Inappropriate to 
make an assessment of carcinogenicity 
of 1,1,1 -trichlorocthane on the basis of 
this test, because of the abbreviated life 
spans of both the rats and the mice. 

8ingle copies of the 70-page report are 
available from the Office of Cancer Com¬ 
munications. National Cancer Institute. 
Building 31. Room 10A21. National In¬ 
stitutes of Health. Bethesda. Maryland 
20014. 

(Catalogue of Federal Domestic Assistance 
Program Number 13.393, Cancer Cau«e and 
Prevention Research ) 

Dated: February 28.1977. 

Donald S. Fredrickson. 

Director. 

Rational Institutes of Health. 

|FR Doc.77- 7247 Filed 3-14-77:8:45 am| 


Office of Education 
TITLE I AUDIT*APPEAL 
Acceptance of Application for Appeal 

Notice is hereby given that, pursuant 
to the Notice establishing the Title I 
Audit Hearing Board (37 FR 23002. Oc¬ 
tober 27, 1972. as amended by 41 FR 
28568. July 12, 1976), an application for 
an appeal before the Board has been re¬ 
ceived from the State of Michigan and 
it has met the Jurisdictional require¬ 
ments of Section 5 of the Notice estab¬ 
lishing the Board. 

The appeal Involves the allowability 
of specified expenditures of fund;, for 
programs under Title I of the ESEA dur¬ 
ing the period April 3, 1967. through 
August 31, 1970. The U.8. Office of Edu¬ 
cation seeks recovery of 655.557 based on 
audit exceptions taken to Migrant Edu¬ 
cation expenditures in the Traverse Bay 
School District. The Audit Control Num¬ 
ber is 05-10403, Docket 9-(24>-76 

The Prehearing Conference will be 
held at 10:30 am. on April 14, 1977. In 
Room 4173. 400 Maryland Avenue 8.W., 
Washington. D.C. 

Section 7 <c> of the Notice setting up 
the board provides: 

<c> Intervention by third parties. <1> 
Interested third parties may, upon appli¬ 
cation to the Board Chairman. Intervene 
in proceedings conducted under this no¬ 
tice. Such application must indicate to 
the satisfaction of the Board Chairman 
that the intervener has information rel¬ 
ative to the specific Issues raised by the 
final audit determination and that such 
information will be useful to the Hear¬ 
ing Panel In resolving those issues. 

*2) When third parties are given leave 
to Intervene in accordance with sub- 
paragraph ‘*1* above, such parties shall 


FCDERAl REGISTER, VOL 47 NO. 50—TUESDAY MARCH 15. 1977 








11182 


NOTICES 


be afforded the same opportunities as 
other parties to present written mate¬ 
rials, to participate in informal confer¬ 
ences. to call witnesses, to cross-examine 
other witnesses, and to be represented by 
counsel. 

All such applications for intervention 
will be considered if* received on or be¬ 
fore March 31. 1977. 

<20 U.SC. 24!a. 1232c.) 

Dated: March 9. 1977. 

(Catalog of Federal Domestic Assistance 
Number 13.429. Educationally Deprived Chil- 
dren —Migrants.) 

William F. Pierce, 

Acting United States 
Commissioner of Education. 

I Fit Doc.77-7570 Filed 3-14-77; 8:45 am) 


DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

I Wyoming 58442) 

WYOMING 

Application 

March 7. 1977. 

Notice is hereby given that pursuant 
to 8ection 28 of the Mineral Leasing Act 
of 1920, as amended <30 U.8.C. 185). 
Montana-Daicota Utilities Company of 
Bismarck, North Dakota, filed an appli¬ 
cation for a right-of-way to construct a 
4-inch pipeline for the purpose of trans¬ 
porting natural gas across the following 
described National Resource Lands: 

Sixth Principal Meridian. Wyoming 

T. 54 N. R> 95 W.. 

Sec. 26. SV*NW&. NW*SW*i: 

Sec. 27, 8H8Wy«. N^SE**. SW^8E%; 

Sec. 28. SU,SE^4: 

Sec 31. NftSBy*: 

Sec. 32. E&NE»A. SWINE',;. 8V4NW**. 

NWV4SWV4; 

Sec. 33. NW»4NEti. N^NWtt* 

The pipeline will transport natural gas 
from the Truc-Spear Federal Well No. 
33-31 in sec. 31, T. 54 N.. R. 95 W„ to a 
point of connection into Montana- 
Dakota's existing pipeline in sec. 26, T. 
54 N., R. 95 W., Big Horn County, 
Wyoming. 

The purpose of this notice is to in¬ 
form the public that the Bureau will be 
proceeding with consideration of wheth¬ 
er the application should be approved 
and, if so. under what terms and condi¬ 
tions. 

Interested persons desiring to express 
their views should do so promptly. Per¬ 
sons submitting comments should include 
their name and address and send them 
to the District Manager. Bureau of Land 
Management, 1700 Robertson Avenue, 
P.O. Box 119, Worland, Wyoming 82401. 

Harold O. Stinchcomb, 

Chief. Branch of Lands and 

Minerals Operations. 

|FP. Doc.77-7600 Piled 3-14-77:8:45 nm| 


Bureau of Reclamation 

BUMPING LAKE ENLARGEMENT, 

YAKIMA PROJECT, WASHINGTON 

Public Hearing on Draft Environmental 
Statement 

Pursuant to section 102<2) (C) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a draft environmental state¬ 
ment for the Bumping Lake Enlarge¬ 
ment, Yakima Project, Washington. This 
statement (INT DES 77-5, dated Febru¬ 
ary 10. 1977) was made available to the 
public on February 14. 1977. 

The draft environmental statement 
describes the nature and extent of the 
environmental impact of the proposed 
project. Principal features of the project 
would be the construction of a new dam. 
Just downstream from the existing struc¬ 
ture. to enlarge Bumping Lake's active 
storage capacity from 33,700 acrc-fect to 
458,000 acre-feet. The new storage would 
be used primarily for increasing stream- 
flow to enhance habitat for salmon, 
steelhead trout, and resident fish species. 
Other project functions would be supple¬ 
mental irrigation water supply. Increased 
flood control capabilities and improved 
recreational opportunities compatible 
with the natural values of the area. 

Public hearing sessions will be held in 
Yakima. Washington, in the Yakima 
Center on Monday. April 18, at 1:00 p.m.. 
and 7:30 pjn„ and in Seattle, Washing¬ 
ton. in the University of Washington, 
Student Union Building Auditorium, on 
Tuesday. April 19. at 7:30 p.m. These 
hearing sessions are provided to receive 
views and comments from interested or¬ 
ganizations and individuals relating to 
the environmental impacts of the pro¬ 
posed action. Oral statements at the 
hearing will be limited to a 10-minute 
period for each individual. Speakers will 
be encouraged not to trade their time to 
obtain a longer oral presentation, how ¬ 
ever. the person authorized to conduct 
the hearing may allow any speaker to 
provide additional oral comments after 
all persons desiring to comment have 
been heard. The speaking order at the 
hearing will be determined by the order 
in which the letter requests are received 
by the Bureau of Reclamation. Requests 
for scheduled presentation will be ac¬ 
cepted up until 5:00 p.m., on April 15. 
1977. Requests to make oral statements 
will also be accepted during each session 
of the hearing, and persons making those 
requests will be permitted to speak for 
10 minutes on a flrst-come-flrst-served 
basis after each person who submitted 
a letter request has been permitted to 
make an initial presentation. 

Organizations or individuals desiring 
to present their statements at the hear¬ 
ing should write to the Regional Direc¬ 
tor. Attention Code 160. Pacific North¬ 
west Region. Bureau of Reclamation. De¬ 
partment of the Interior. Box 043, 550 
West Fort Street, Boise. Idaho 83724. or 


telephone 208-384-1208 and announce 
their intention to participate. Written 
comments for those unable to attend 
and from those wishing to supplement 
their oral presentation at the hearing 
should be received by April 25. 1977. 

Dated: March 11. 1977. 

D. D. Anderson, 
Acting Commissioner 
(PR Doc.77-7784 Filed 3-14-77:9:11 am( 


National Park Service 

NATIONAL REGISTER OF HISTORIC 
PLACES 

Notification of Pending Nominations . 

Nominations for the following proper¬ 
ties being considered for listing in the 
National Register were received by the 
National Park Service before March 7, 
1977. Pursuant to * 60.13(a) of 36 CFR 
Part 60, published in final form on Jan¬ 
uary 9. 1976, w r ritten comments concern¬ 
ing the significance of these properties 
under the National Register criteria for 
evaluation may be forwarded to the 
Keeper of the National Register, National 
Park Service, U.S. Department of the 
Interior, Washington, D.C. 20240. Writ¬ 
ten comments or a request for additional 
time to prepare comments should be sub¬ 
mitted by March 25.1977. 

Jerry L. Rogers. 

Chief. Office of Archeology 
and Historic Preservation. 

INDIANA 

Monroe County 

Bloomington, Scminory Square Park. Colley 
Art and E. 2nd St. 

IOWA 

Muscatine County 

Muscatine, Ogttvtc-Asth alter Building , 221- 
223 Iowa Ave. 

Polk County 

Den Mollies, Salisbury Bouse. 4025 Tona- 
wanda Dr. 

MAINE 

Cumberland County 

Portland, Westbrook College Historic District, 
716 Stevens Ave. 

MINNESOTA 

Goodhue County 

Red Wing. St. James Hotel. Bush and Main 
8te. 

Hennepin County 

Minneapolis. Advance Thresher/Emerson 
Newton Plow Co. Buildings t 700-704 8. 3rd 
8t, 

Minneapolis, Bennett-McBride House, 3116 
3rd Ave. 8. 

Minneapolis. Carpenter. Elbert L., House. 314 
Clifton Ave. 

Minneapolis Carpenter. Eugene J. Houte, 
300 Clifton Ave. 

Plnneapolis. Flour Exchange Building . 310 
4th Ave. S. 

Minneapolis, Grain Exchange Building. 4tli 
Ave. 8. and 4th 8t 
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Minneapolis. Newell, George R., House ;8i8 
LaSalle A vc. 

Minneapolis, Pittsburgh Plate Glass Com¬ 
pany Building, 616 8. 3rd St 

Itasca County 

Or and Rapid*. Central School, N Pofcrgama 
and 4th BU 

Mi tile Lacs County 

Princeton, Great Northern Railroad Deftot 
1st St and MN 06W. 

Rice County 

Faribault, Congregational Church o/ Fari¬ 
bault. 227 N W. 3rd 8t 

Winona County 

WLnona, Winona Savings Bank Building, 204 
6th 81. 

Winona, Winona Fret Public Library J5J W 
Main 8t. 

NEW YORK 

Albany, Flk-Columbia Streets Historic Dis¬ 
trict, roughly hounded by Washington 
Avc . Hawk, Spruce. and Chapel Sts 

Bronx County 

Bronx. Dodge. William K„ House. 090 W 
247th 8t 

Jefferson County 

Mann*vlll* vicinity. PUrrepont. William Con¬ 
stable. House, N of Mann&vlll* on KHtabiirg 

Nassau County 

Man hornet. Valley Road Historic District . 
Community Dr. 

Netc York County 

New York: House at St Market Street 51 
Market 84. 

PENNSYLVANIA 

Berks County 

WotneUdorf vicinity. Charming Forge. 3 5 
nil N of Womcladorf on 8R 00050 

Bucks County 

New town, Newtown Friends Meetinghouse 
and Cemetery, Court 8t, 

C Theater County 

UattevUle, Huston, Abram, House and car¬ 
riage House, 63 8- Ut Ave. 

Kimbcrton vicinity. 5 trick/a ad-Robert 

Homestead L 3 on 8 of Klnibcrton on 8t. 
Matthews Rd. 

Valley Purge vicinity. Walker, Thomas, Barn. 

8 of Valley Forge on Yellow Springs Rd 

Cumberland County 

N«*w Cumberland. Black, William Home¬ 
stead. Drexel HiU Park Rd. 

Fulton County 

McCoimellaburg. Pw/fon House. 112 116 Lin¬ 
coln Way e. 

Lancaster County 

Bare Harbor vicinity. Big and Little Indian 
Rock Petroglyphs. 8 of safe Harbor In 
8u«qnchanna River. 

Northumberland County 

Milton Pennsylvania Railroad Station 
Broadway and Filbert Sts. 

Snyder County 

Beaver town vicinity. Gross' Bridge 3 ml W 
of Ben ver town on 8R 674. 

THopa County 

WelUboro. ftobiawm House. 120 Main St. 


RHODE ISLAND 

Providence County 

Providence, First V nicer satis t Church, 260 
Washington St 

Providence, Suan Point Cemetery . 686 Black* 
atone Blvd. 

TENNESSEE 

Davidson County 

NaithvlUc. River wood, 1833 Welcome la 
Decatur County 

Decalurville vicinity, Brownspori Furnace 
SB of Decaturvllle at Furnace Hollow, 

Hamilton County 

Signal Mountain vicinity, Connor Toll House. 
4212 Andenson Pike. 

Washington County 

Johnson City vicinity. DeVoult, Valentine. 
House. 5 ml N of Johnson City off US ME 
on DeVauIt La. 

VERMONT 

Addison County 

Shareluun vicinity. District SU Schoolhous* 
N of Shorthorn on Worcester Rtl 

Windsor County 

North Springfield vicinity. Stellajane Ob¬ 
servatory. 8 of North Springfield off Brcc*V 
Hill Rd 

fFR Doc 77 7121 Filed 3 14-77,8:46 am) 


GATEWAY NATIONAL RECREATION AREA 
ADVISORY COMMISSION 

Meeting 

Notice l& hereby given in accordance 
with Uie Federal Advisory Committee 
Act that a meeting of the Gateway Na¬ 
tional Recreation Area Advisory Com¬ 
mission will be held commencing at 10 
ajn., Monday. April 4. 1977. at the Pru¬ 
dential Building. 2 Plaza. 745 Broad 
Street. Room 203. Newark, New Jersey. 
Tlie Commission was established by Pub. 
L. 92-592 to meet and consult with the 
Secretary of the Interior on general 
policies and specific matters relating to 
the development of Gateway National 
Recreation Area. 

The members of the Commission are: 

Morion BeUkclI. Chairman. Now York. New 
York 

Archibald S. Alexander, Bernard*, vlilc New 
Jersey 

John F. Haggerty. Forest HUM. New York 
Oriu Lehman. New York. New* York 
Oordon N. Lit win. Little Silver. New Jcmey 
Torrence D. Moore, New ark. New Jersey 
Sheldon Pollack, New York. New York 
Barbara Reach. New York. New York 
Richard J. Sullivan, Hoboken. New Jersey 
Nathaniel Washington. Newark. New Jersey 
Joseph B. Williams. Brooklyn, New York 

Tlie matters to be discussed at this 
meeting include 

1. Old Business 

2. Planning status report 

3. Operations status report 

4. Sub-Committee report presentations 

The meeting will be open to the public. 
However, faculties and space to accom¬ 
modate members of the public are lim¬ 
ited, and persons will be accommodated 


on a first-come, first-served basis. Any 
members of the public may file with Uie 
Commission a written statement con¬ 
cerning the matters to be discussed. 

Persons wishing further information 
concerning this meeting, or who wish to 
submit written statements, may contact 
Superintendent, Gateway National Rec¬ 
reation Area. Headquarters Building 69. 
Floyd Bennett Field, Brooklyn, Now 
York, 11234, Area Code 212-252-9160. 

Minutes of the meeting wUl be avail¬ 
able for Inspection four (4) weeks after 
the meeting at the Gateway National 
Recreation Area Headquarter* Building 

Dated: March 7,1977. 

Herbert Olsen. 

Acting Superintendent 

|PH Doc.77 7576 Filed 3-14 77;8 45 »tn) 


Office of the Secretary 

|INT FES 77-7| 

PROPOSED EMERY POWER PLANT 
IN EMERY COUNTY. IOWA 

Availability of Final Environmental 
Statement 

Pursuant to section 102(2) <C) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a final environmental state¬ 
ment for a proposed power plant In 
Emery County. Utah. The Emery pro¬ 
posal involves construction of a 860 MW 
power complex, transportation systems, 
transmission Lines, coal mine, and em¬ 
ployment of approximately 800 people 
The environmental statement con¬ 
siders the impact of this proposal should 
it proceed to completion 
Public reading copies ore available for 
inspection at the following locations: 

Office of Public Affairs. Bureau of Land Man¬ 
agement. Interior Building. I8tb and C 
Street, N»W.. Washington. DC 20240, Tele¬ 
phone; 202-343-6717. 

Richfield District Office, 850 North Main 
Street, Richfield. Utah 84701, Telephone 
801 806 6401 

College of Eastern Utah Library, 461 East 
400 North. Price. Utah 84601 Telephone 
801-637 9043. 

Utah State Office Bureau or l 4 Mid Manage¬ 
ment. University Club Building. 136 EaM 
South Temple. Salt Lake City. Utah 84111 
Telephone: 80 1 806-4401. 

Price Area Office. 000 North 700 East. Price, 
Utah 84601. Telephone; 801-637 4584 
Emery County Library. Castle DnJr litmh, 
84613, Telephone: 801-748-2664 

Harold B. Lee Library. Brigham Young Uni¬ 
versity. Provo. Utah 84002 Trlephone 80] 
374-1211 Ext 2926. 

A limited number of copies are avail¬ 
able upon request to the District Man¬ 
ager, Richfield District Office. Bureau of 
Land Management, 850 North Main 
Street, Richfield. Utah 84701 

Dated: March 10,1977. 

Stanley D. Dor kotos, 

Deputy Assistant Secretary 
of the Interior. 

[FR Doc.77 7646 Filed 8-14-77:8:46 am) 
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NOTICES 


OUTER CONTINENTAL SHELF OFFICE. 

NEW ORLEANS 

Approval of Outer Continental Shelf Official 
Protraction Diagrams 

1. Notice la hereby given that, effective 
with this publication, the following OCS 
Official Protraction Diagrams, last ap¬ 
proved or revised on the dates indicated, 
are available, for Information only. In 
the New Orleans Outer Continental 
Shelf Office. Bureau of Land Manage¬ 
ment. New Orleans. Louisiana. In ac¬ 
cordance with Title 43, Code of Federal 
Regulations, these protraction diagrams 
arc the basic record for the description 
of mineral and oil and gas lease offers in 
the geographic areas they represent. 

2. For tl*c benefit of interested parties 
and in the public interest, and for their 
convenience, this publication constitutes 
a composite list of all official protraction 
diagrams now covering the Atlantic OCS 
off the coasts of North Carolina. South 
Carolina, Georgia and Florida. Prior 
purchasers of any of these diagrams 
should determine if they are current by 
comparing their respective approval or 
revision dates with the approval or dates 
listed herein. 


Outer ConUnruttil Shrif official profmrf ton 


Dnrti|iiUiti 

NO 17-2_ 

NO I7-A_ 

NH 17-2.... 
NH 17-3.. 

Hlayrom* 

Fort Tierce .. 

W«t PiUra Bwh.. 
Bruiiv^lok 

I*U*t 
apfKnral or 

rvvWon 
data • 

Frb. 3,1077 
Feb. 3,1077 

_Apr. 2R.IR7A 

_June 11.HT5 

NH 17-ft. . 

Nil 17-41 

iadMotrlllr.___ 

_Apr. ».lflT7ft 

. June 1L, 11*75 

NH 17 « ... 

Daytona Beach. 

. Apr. TO, T!*76 

NH 17-0. 


July M.WTO 

Nil n-n*_ 

Orlando. .. 

June 11.1773 

NH IT-12. . 


_July 71.11*73 

NH IS-I_ 


„/Jl*ly a. 11*73 

NI 17-V . - 

Grow to* n——-— 

June H.IV73 

NI 17-11 

SrtViwitmh- 

June 11,1976 

NI 17-12- 

Jiuum Inland.. 

_ June 11. MTS 

NI 1S-2_ 

MfUitro... 

OeL 31.1074 

NI 1S-3. 


Od. 31.1074 

NI 18-4_ 

NI 1S-6 . 

Heaulort. . 

. Atlg. 1.IR71 
Aug. 1.1073 

NI 1A-7 

• ’ll* Kinr 

June xr/rn 

NI 1 

_Aug. I.I1C5 

NI 1*411 


. June 11.1975 

N J 18-11.. . 

Virginia Hrarb 

Doc. 4,1074 

NJ LA-1- 


_Oct. 31,11*74 


i Cliutgr* 111 CFK usual*** are IK* oomfdrrvd oa 
revision*. 

3. Copies of these protraction dia¬ 
grams may be purchased for 12.00 each 
from the Manager. New Orleans Outer 
Continental Shelf Office. Bureau of Land 
Management. Suite 841. Hale Boggs Fed¬ 
eral Building. 500 Camp Street, New Or¬ 
leans. Louisiana 70130. Checks or money 
orders should be made payable to the 
Bureau of Land Management. 

Johh L. Rankin. 

Manager, New Orleans. 

Outer Continental Shelf Office. 

|TO Doc.77-7544 Filed 3-14-T7.8:46 am] 


Office of the Assistant Secretary Land and 
Water Resources 

OIL SHALE ENVIRONMENTAL ADVISORY 
PANEL 

Meeting 

Notice is hereby given in accordance 
with Pub. L. 92-463 that a meeting of the 
Oil Shale Environmental Advisory Panel 
will be held on April 6. 1977, at 
the Denver Airport Hilton Inn at 1-70 
and Peoria Street in Denver, Colorado. 
The meeting will begin at 9 a.m. on 
Wednesday. April 6, in Conference 
Rooms A. B. and C and conclude at S p.m. 
that afternoon. 

The Panel was established to assist the 
Department of the Interior In the per¬ 
formance of 11s functions in connection 
with the supervision of oil shale leases 
Issued under the Prototype Oil Shale 
Leasing Program. The purpose of this 
meeting Ls to review the Modifications to 
Detailed Development Plan for Lease 
Tract C-b document, review the ninth 
Quarterly summary data reports for 
lease tracts C-a and for the U-a and U-b 
tracts (combined!, to receive reports 
from Interior officials and to consider 
any other matters w r hich have come be¬ 
fore the Panel. 

The meeting is open to the public. It Is 
expected that space will permit at least 
100 persons to attend the meeting in 


addition to the panel members. Inter¬ 
ested persons may make brief presenta¬ 
tions to the panel or file written state¬ 
ments. Requests should be made to Mr 
Henry O. Ash. Acting Chairman. Office 
of the Oil 8hale Environmental Advisory 
Panel. Department of the Interior. Room 
690. Building 67. Denver Federal Center. 
Denver, Colorado 80225, telephone No. 
<303' 234-3275. 

Further information concerning this 
meeting may also be obtained from Mr 
Ash's office. Minutes of the meeting will 
be available for public Inspection 30 days 
after the meeting at the panel office. 

Chris Farrano, 
Acting Assistant 
Secretary of the Interior 

March 10. 1977. 

| FR Doc.77-7593 Filed 3 14-T7;g:4S am] 


WATER PROJECTS 
Public Hearings for Review; Correction 
Notice is hereby given that a correction 
is to be made in the Notice of Public 
Hearings for Water Projects published 
tn the Federal Register both March 4, 
1977, on page 12484. and March 10, 1977, 
on page 13359. The schedule of hearings 
will be revised as follows: 




firstling lor Alien 


Data and tlrnr 


KnUlUiul Mn» krt'mwlu fun CauvcuMon Center. Til llvrituu 

Dr.. Grand JtUMtliou. <*<do. 

Dotari* .. . .do...... 

SavcO'Poi llook----do.. .. 

fktnnerHW Unit, Central Sail Potato (Uttta Theater), 100 feuth VV»wt 
Utah. Tempt*, Halt Lake City, Utah. 

Central Arboun U.B. tievmrtmenl of Interior aixIHorium, 19th 

iu>4 C Bta., NW\. Washington. D.C. 

Slat* CapUol Btdg.. 1 J«um (.’hamtar*, Plmr, 
K.Dak. 

Ovic Auditorium. Jarocatowu, N. Dak 


Mur. 31. 11*77,5 a.m. to 15 in- 

Mur. SI, 1077. 1 to S p.m 
M®r ' 22 . H*77. 5 mo. In 12 m. 

Mar. t*, 1977. • a.m. to U ro ; 


Garrixm Diversion 
Aot«ro*Pobpm.... 


SarraroonUft, 


ftlitT 

Calif. 


(taatativ*). 


tan*, 


2 to A p tn. 
Mar. 21. 1 971, 
2 to S p.m. 
Mar. 21. 11/77, 
2 loft p.m. 
Mar. 22, Ilf77, 

1 to ft n.m. 
Mar. ». 1977, 

2 to 5 p.m. 


9 a.m. to 15 m. 

2 a.m. to 12 m., 

9 A.m. to 15 m.; 

• Vm. to 12 m-; 


Opponents and proponents will each 
be allotted separate blocks of equal time 
in which to present their comments, and. 
if necessary, additional time to present 
rebuttals. Proponents of the projects 
should register with either the appropri¬ 
ate Governor or Member of Congress. 
Opponents and others wishing to make 
oral comments should notify the Water 
Projects Review Office, U.8. Department 
of the Interior. Room 6628, 19th and C 
Streets. NW., Washington, D.C. 20240. 
no later than March 17. <The phone 
number is: Area Code 202 343-5413 or 
343-5676.) 

Persons wishing to extend their re¬ 
marks or those not able to attend the 
hearings may submit written comments 
to the Water Projects Review Office on or 
before April 1.1977. 

Chris Farrand, 

Acting Assistant Secretary 

of the Interior. 

March 11* 1977. 

(FR Doc.77-7674 Filed 3-14-77:8:45 am] 


DEPARTMENT OF LABOR 

Employment Standards Administration 

MINIMUM WAGES FOR FEDERAL AND 
FEDERALLY ASSISTED CONSTRUCTION 

General Wage Determination Decisions 
Correction 

In the Federal Register for Friday, 
March 4. 1977, the cover sheet for the 
“Part m° documents, inadvertently 
stated that the index contained in this 
part was as of “November 4. 1977“. the 
index was actually as of “February 4. 
1977*. 


Occupational Safety and Health 
Administration 

NATIONAL AOVISORY COMMITTEE ON 
OCCUPATIONAL SAFETY AND HEALTH. 
SUBGROUPS ON STANDARDS AND 
POLICY/BUDGET 

Meeting 

Notice Ls hereby given that the Sub- 
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of the National Advisory Committee on 
Occupational Safety and Health 
tNACOSH) will meet on April 5. 1977 In 
Room N 4437, Department of Labor 
Building, 3rd Street and Constitution 
Avenue NW., Washington, D.C. 20210, 
The National Advisory Committee was 
established under section 7<a) of the Oc¬ 
cupational Safety and Health Act of 
1970 to advise the Secretary of Labor and 
the Secretary of Health, Education, and 
Welfare on matters relating to the ad¬ 
ministration of the Act. 

The meeting will begin at 9 a.m. The 
public is Invited to attend. The Sub¬ 
groups will continue discussion on the 
identification, classification and regu¬ 
lation of potential carcinogens. 

For additional information contact: 

Ktn Hunt, Committee Management onto, 
Occupational 8afety and Health Adminis¬ 
tration. Department of Labor. Room N~ 
34536. nurd Street and CoiiflUtutton Ave¬ 
nue. NW.. Washington DC. 202)0. phone: 
<202) 52* * 8024 

Any written data or views c<r-.corning 
this agenda item or suggestions for 
future agenda items which are received 
by the Committee Management Office 
before the meeting, preferably with 20 
copies, will be presented to the Sub¬ 
groups and included in the official record 
of the meeting. 

Anyone wishing to make an oral pre- 
• ntatlon should notify the Committee 
Management Office before the meeting. 
The request should state the amount of 
time desired, the capacity in which the 
person will appear, and a brief outline 
of the content of the presentation Oral 
presentations will be scheduled at the 
discretion of the Subgroup Chairmen, 
depending on the extent to which time 
permit*. 

Official records of the meeting will be 
available for public inspection at the 
above address 

Signed at Washington. D.C., this 8th 
day of March 1977. 

J. Ooodlll. 

Executive Secretory . 

IKR Doc 77 7567 Piled 3-14 77;8:45am| 


BOB LEE MFC. CO.. ET AL. 

investigations Regarding Certifications of 
Eligibility To Apply for Worker Adjust¬ 
ment Assistance 

Petitions have been filed with the 
Secretary of Labor under section 221(a) 
of the Trade Act of 1974 rthe Act' ) and 
are identified In the Appendix to this 
notice. Upon receipt of these petitions, 
the Director of the Office of Trade Ad¬ 
justment Assistance, Bureau of Interna¬ 
tional Labor Affairs, has instituted Inves¬ 
tigations pursuant to section 221 in) of 
the Act and 29 CFR 90 13. 

The purpose of each of the investiga¬ 
tions is to determine whether absolute or 
relative increases of imports of articles 
like or directly competitive with articles 
produced by the workers’ firm or an ap¬ 
propriate subdivision thereof have con¬ 
tributed importantly to an absolute 


decline In sales or production, or both, of 
such firm or subdivision and to the 
actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm or 
subdivision. 

Petitioners meeting these eligibility 
requirements will be certified as eligible 
to apply for adjustment assistance under 
Title n. Chapter 2. of the Act in accord¬ 
ance with the provisions of Subpart B 
of 29 CFR Part 90. The investigations 
will further relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. 

Pursuant to 29 CFR 90.13. the petition¬ 
ers or any other persons showing a sub¬ 
stantial Interest in the subject matter 
of the investigations may request a pub¬ 
lic hearing, provided such request is filed 
in writing with the Director. Office of 
Trade Adjustment Assistance, at the ad- 

A rp* 

IVtlUoun uuloo/wnrtrr* Dole 

or termer workiw oP mvivnl 


dress shewn below, not later than 
March 25.1977. 

Interested persons arc invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of the Investigations to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below 
not later than March 25.1977. 

The petitions filed In this cose art* 
available for inspection at the Office 
of the Director, Office of Trade Adjust¬ 
ment Assistance. Bureau of International 
Labor Affairs, U.S. Department of Labor. 
200 Constitution Avenue NW Washing¬ 
ton. D C. 20210. 

* 1 at Washington. D.C thlr. 3rd 

dey of March 1977. 

Mxrvim M. Poors. 

Director , Office of 
Trade Adhi.itmrnt Assictutur 

xt»rx 

Pole of ivritkm No, ArtMr* ltrothir4.il 
psitte 


llnb Lrr M.intrfWUtrlr; I ret tenant I I’ullf 

Co. fl 1,4nun. 

Hrtue Co Bridgeport. 

C. A 1*. f*mt. Ijmt. llarniiHHi'im 

tlLUWU), N.J. 

4 u|Mlol linrtrr Ok |( »- Mr* Vmt. S V 
A HfiiEili rr Hurlf »* 

I’rdou). 

I'aprt (W* (Ituwri «*n> 

• MU. 

('.utiint «.*rrla. Inc. • ulra. Ml 

(ILUW U). 

i mrt SW Co, < UmiMon, Maine 

A Auburn Shtarworfcrr* 

I'Niclhr .teorlMlm) 

• l ’lothr*, Inc. New V««#k, N.T 

(MMMiy). 

Criterion Mitrblr A . Htnnklyu, N V 

Uri 


lint. 1,1*77 Krb. 14,1*77 TA-W-l.TW 

*kt Feb. 25, 1*77 TA W 

Frb .*1,11177 Krb 14, 1*77 TA SVI.7W 

F^b. 2S. IVH Fob 17.1*77 TA W*-1.710 

\l a 1,1*77 Frh, II, tH77 TA IV 1.711 

Fell >.1777 Feb. 24. WH T A W-1,712 

•If F#4». .*a, lv77 TA IV 1,713 

►rb, 73,1187 Feb 17.1*77 TA W 1,711 

Frli 2I.UC7 Frh. \\ 1*77 TA W 1,714 


Lhiautn A 4 aitrt PalimluJrr, < «Jil 

(ILUWP). 

Kl 4 ’uirmnrlte (rornpony) Tort U1 m 4. Ter 

FuMc u 4 ont, i.VliM'hlrH* t^xfi, N J 
Ftlntri* A KiicrHvrrv 

Amaniukm). 

< iaircn In* ram (min- Fort lailirl, To 

pony). 

< ioodiiniwSe Atamiftarinr Fbilotlrl|»hU, P* 

I ILDW U). 

IIorris Mrut lurol Stnrl PbciUvay, K J 
4*o„ Inc. (worker*}. 


Hut. 1,1977 Feb. U, 1*77 TAW-1,714 
Feb, 17. Itf77 Feb 11,1*77 TA W-1,717 
Felt, 241977 Fch 17. 1977 TA W 1,718 

Feb. 22,1777 FcK 7,1*77 TA W 1,71* 

Feb 28,11477 Feb. 21.1*77 T A-W 1,730 

•h Feb 21,11477 TA -W 1,921 


1*uvulari To* A Bar** Honolulu, 111*uit Feb 1*77 Feb 19.1*7? TA W I 722 
Co. twortrrv), 


Hawaiian Sugar Plant* i?‘ Ai»a, Hawaii 
A*MKteliut> iwofkm) 

Henry Dante Industrial Ufc I'lnlna, l*.R. 
Co. IILUWIJ). 

Herman Sr C .Jt Co. Phllndelphla, Fa 

(ILOWTJ). 

llibroud'roooitiiro Foprrknx, Hawaii 
(ILWU). 

Ilolly Hus or 4 'ort*. Arwr> LWta Col© 
lea Federation at Drain 
Milton*). 

IJ. Wesler I'oaU Lua Alvins 

(ILDWU). Com. 

Imlle MarmUct urine Co. Philadelphia Pa 
(1LOWU). 

Ivon Fredr.rtrks Loa AngHr*, 

(I LOW'D, Calll. 

ienry Dye A FinJriiln* I'nlrwu, V J 
Co. 1 Machine Printer* 
ami Ku*rnvrn Awoc i 
•Hiatt). 

Jo- L Fonbioni (ILDWU).. ban Drobtul, 
CoJIL 


Mar 1,1*77 Feb. 22,1577 TA W 1,^2 

Feb 1977 Fab. 34,1977 TAW l.fti 

do.1- do.... TA-W-1,725 

-do- Feb. 23,1*77 TA-W-I.7M 

Feb. 22, 1*77 Feb. 18,1977 TA-W-1,727 

Feb. 23,15C7 .do. TA W 1.72H 

Feb. 38.1VH Feb. 24,1977 TA-W- 1,739 
Mar. 1,1977 Feb. 14,l«n TA^W-1,730 
Feb St 1977 Feb. 17,1977 TA-W-I. 73 I 


lade Trawtor*. 
(worker*). 


Hut. 1,1977 Feb. M, h#77 TA-W-1,712 
In* BrownrrlDe, T«.. Feb 17,1977 Feb. 11,1977 TA-W-1.7M 


lFit Doc.77-7688 mod 3-14 77.8:46 am) 


Ladle*’ rtml' umI 

etritiL 

< 'opper a<i<l brow 
water lubber 

»*1nlilnr«N and fin 
Uvn enota. 
Brow9ere«, 
rcurlrr |y.|t» 

l<n*ht»< eaiabt an«| 

BnaMfow ant) 
rtrdire. 

Ctekbeu'M a|. ... 

donee »4u* 


Mini's suite out) 
•ftorUrtol* 
Fmtiltitrr nuabW 
lope, vunitl.fi, 
(kvmnir, Hiarttl* 
eliurcii opimlnl 
iiMKibt ami ilUtr 
Urllw' rente u*| 
write. 

Coichlvee aiul ncttlnr 
of alirlmp 

Tcitilr pritiUnr •>« 
bibrkw. 


Caldiiira anti i lib a* 

ol ifirip 
SjwrtAWrW 


ritruettiru) steel *buf»- 
glitlere fnr Irritlth** 
and InjiMlnir* 

Tut and hsifu true 
portation a rvtre ol 
pinco|i(>K (nun and 
wheat, omI lerultier 
Hrientihc rcemr^h ami 
uitirkettnt nf rna 
xuarvr 


Urwnterivt . 4 ml 
tlnltoe 
BkMWe* 


Hoe Ktiirot 

Retinol atttl m>*»'»» 
loted mg or 


LadWV coat j nttii 

oolu. 

Bpivtsairttr 

telire' «vmrtewi*tv 

TVxUto printing on 
fbbrioc. 


Ludiea' coau and 
•alia. 

Cotttens and wlUnt 
thrimp 
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NOTICES 


(TA-W-12761 

general LAST MANUFACTURING CO.. 

ST. LOUIS, MISSOURI 

Notice of Negative Determination Regard¬ 
ing Eligibility To Apply for Worker Ad 

justment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of TA¬ 
W-1276; Investigation regarding certi¬ 
fication of eligibility to apply for worker 
adjustment assistance as prescribed in 
Section 222 of the Act. 

The investigation was initiated on No¬ 
vember 15, 1976 in response to a worker 
petition received on that date which was 
filed by the Teamsters Union on behalf of 
former workers producing shoe lasts at 
Oeneral Last Manufacturing Company. 
St. Louis, Missouri, a subsidiary of Brown 
Group. Inc. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on De¬ 
cember 3. 1976 '41 FR 53089*. No public 
hearing was requested and none was 
held. 

The information upon which the deter¬ 
mination was made was obtained princi¬ 
pally from officials of Brown Shoe Com¬ 
pany. and Brown Group, Inc. the U.8. 
Department of Commerce, the U.S In¬ 
ternational Trade Commission, and De¬ 
partment files. 

In order to make an affirmative deter¬ 
mination and issue a certification of eligi¬ 
bility to apply for adjustment assistance, 
each of the group eligibility require¬ 
ments of Section 222 of the Trade Act 
of 1974 must be met: 

(1) That a algniflcant number or propor¬ 
tion of the workers In the workers’ firm, or 
Mi appropriate subdivision thereof, have be¬ 
come totally or partially separated, or are 
threatened to become totally or pArtlally 
separated; 

1 2) That aalcm or production, or both, of 
such firm or subdivision have decreaned 
absolutely: 

(31 That articles like or directly competi¬ 
tive with thoee produced by the arm or sub¬ 
division are being imported In increased 
quantities, either actual or relative to domes¬ 
tic production; and 

44) That such Increased imports have con¬ 
tributed Importantly to the separations or 
threat thereof, and to the decrease in wiles 
or production. The term ‘’contributed Im¬ 
portantly” means a cau*e which is Im¬ 
portant but not necessarily more important 
than -any other cau«e. 

Without regard to whether any of the 
other criteria have been met. criteria 
(3i and <4) have not been tnct. 

Significant Total or Partial 
Separations 

All workers were separated from em¬ 
ployment at General Last Manufactur¬ 
ing Company In March 1976 when the 
firm closed. 

Sales or Production, or Both. Have 
Declined Absolutely 

Production by General Last increased 
one percent in 1975 from 1974. Produc¬ 
tion was terminated in March 1976 when 
General Last closed. 

Increased Imports 

Imports of lasts are negligible. Only 
two firms are known to import lasts, and 


those firms import solely for their own 
shoe manufacturing operations in the 
United States. 

Contributed Importantly 

The Department’s investigation re¬ 
veals that since 1974 General Last Man¬ 
ufacturing Company produced solely for 
one domestic footwear manufacturing 
firm. Sales to that firm increased in 1975 
from 1974. Total purchases of lasts by 
General Last Company. St. Louis. Mis- 
approxlmately the same before and after 
the closure of General Last. Following 
that closure, the customer increased pur¬ 
chases from its other domestic suppliers. 

Conclusion 

After careful review or the facts ob¬ 
tained In the investigation. I conclude 
that imports or articles like or directly 
competitive with shoe lasts produced by 
General Last Company, Bt. Louis. Mis¬ 
souri did not contribute importantly to 
the separation of workers of that firm. 

Signed at Washington. D.C. this 4th 
day of March 1977. 

James F. Taylor. 

Director, Office of Management . 

Administration and Planning. 

|FR t9> c77-7465 Filed 3 14-77:8 45 ari| 


NATIONAL ADVISORY COUNCIL ON 
THE EDUCATION OF DISADVAN¬ 
TAGED CHILDREN 

EDITING COMMITTEE 
Meeting Change 

Notice is hereby given, pursuant to 
Pub. L. 92-463. lhat the meeting of the 
Editing Committee of the National Ad¬ 
visory Council on the Education of Dis¬ 
advantaged Children scheduled to be held 
on March 18. 1977 has been rescheduled 
to March 16. The meeting w T ill be held 
from 10 a.m. to 4 pm., at 425 Thirteenth 
Street NW. Suite 1012. Washington. D C. 
20004. 

The National Advisory Council on the 
Education of Disadvantaged Children is 
established under section 148 of the Ele¬ 
mentary and Secondary Act (20 UB.C. 
2411 > to advise the President and the 
Congress on the effectiveness of compen¬ 
satory education to improve the educa¬ 
tion attainment of disadvantaged chil¬ 
dren. 

Signed at Washington, D.C.. on March 
11. 1977. 

Roberta Lovenhkim. 

Executive Director . 

| PR Doc.77-7700 Filed 2-14-77:8:45 am| 


NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES 

ADVISORY COMMITTTE PUBLIC 
PROGRAMS PANEL 

Meeting 

March 3. 1977. 

Pursuant to the provisions of the Fed¬ 
eral Advisory Committee Act (Pub. L. 
92-463 > notice is hereby given that a 
meeting of the Public Programs Panel 
will taeet at the National Endowment for 


the Humanities. Room 1130, 806 15th 
Street, N.W.. Washington, D.C. on 
March 31 and April 1. 1977, commencing 
at 9:30 a.m. 

The purpose of the meeting is to review 
Humanities Museums and Historical 
Organizations Orant proposals that have 
been submitted to the Endowment for 
possible grant funding. 

Because the proposed meeting will con¬ 
sider financial information and person¬ 
nel and similar files the disclosure o[ 
which would constitute a clearly unwar¬ 
ranted invasion of personal privacy, pur¬ 
suant to authority granted me by the 
Chairman’s Delegation of Authority to 
Close Advisory Committee Meetings, 
dated August 13, 1973.1 have determined 
that the meeting would fall within ex¬ 
emptions <4> and '6* of 5 U.S.C. 552<b> 
and that It is essential to close the meet¬ 
ing to protect the free exchange of in¬ 
ternal views and to avoid interference 
with operation of the Committee. 

It is suggested that those desiring more 
specific Information contact the Advisory 
Committee Management Officer. Mr. 
John W. Jordan. 806 15th Street, N.W.. 
Washington. D.C. 20506. or call Area Code 
202 382-2031. 

John W. Jordan. 

Advisory Committee. 

Management Officer 

1 FR Doc77 7018 Filed 314 77:8:45 am] 

OVERSEAS PRIVATE INVESTMENT 
CORPORATION 
BOARD OF DIRECTORS 
Meeting 

Notice is hereby given that the Board 
of Directors will meet on Tuesday. 
March 22. 1977 in the Board Room on 
the 7th floor of the Corporation head¬ 
quarters at 1129 20th Street. NW., Wash¬ 
ington. D.C- Pursuant to OPIC's Sun¬ 
shine Regulations, interested members 
of the public are Invited to attend the 
open session of such meeting w'ill com¬ 
mence at 10:30 a.m. and cover the fol¬ 
lowing agenda Items: 

< 1 ) Minutes of the January meeting. 

(2> Future meetings. 

4 3 1 Reorganmallon. 

1 4i War rUk lnimmnce reciprocal 

1 51 Renewal of OP1C leg fetation 

<6> Status of oil policy. 

4 7) Minerals policy, 

< 81 Reporta or the treasurer. 

(0) Country concentration policy 

( 10) Report on insurance Uaued. 

• (11) Country status report. 

Preceding the open session, the Board 
will meet In closed session at 9:00 a.m. 
The following Agenda Items will be dis¬ 
cussed: 

(1 1 PeraonneJ matters 

(2) Litigation. 

(3i Rescheduling of a loan. 

(4) Proposed loan to an agricultural 

project. _ a . 

(5) Proposed insurance of an agricultural 
project. 

(6) -<8) RcporU on claims. 

(91 Report* on applications rejected ana 
proposed major project*. 

(10) Proposed amendment of a loan. 

Members of the public who wish addi¬ 
tional information about the meeting 
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should contact the Corporate Secretary 
of OPIC at 202-332-1*39. 

Eiimbith A. Burton, 
Corporate Secretary. 

| FR Doc.77-7307 Filed 2-14-77.8:45 am) 


RENEGOTIATION BOARD 

MEETING; CHANGE IN PUBLIC 
ANNOUNCEMENT 

Pursuant to RBR 1482.3(b) of its reg¬ 
ulations, the Renegotiation Board hereby 
announces that the date of its meeting 
announced In the Federal Register of 
March 9. 1977 (42 FR 13187-8) has been 
changed from March 15, 1977 to March 
22, 1977. In all other respects the origi¬ 
nal announcement remains correct. 

Dated: March 10, 1977. 

Goodwin Chase, 
Chairman. 

I PR Doc.77-7673 Filed 3-14-77:8:45 am) 


SECURITIES AND EXCHANGE 
COMMISSION 

[Rcl. No. 9508] 

AFFILIATED FUND. INC.. ET AL 

Application Pursuant to Section 6(c) of the 
Act for Exemption From Section 2(a) 
(19) of the Act 

March 9. 1977. 

In the matter of Affiliated Fund. Inc.. 
Lord Abbett Income Fund, Inc.. Lord 
Abbett Bond-Debenture Fund. Inc.. Lord 
Abbett Developing Orowih Fund.. Inc.. 
63 Wall Street. New York. New York 
10006. Paul M. rye. Woods Hole Ocean¬ 
ographic Institute. Woods Hole. Massa¬ 
chusetts 02543. (812-3871). 

Notice is herey given that Affiliated 
Fund, Inc., and Lord Abbett Bond- 
Debenture Fund., Inc., Delaware corpo¬ 
rations. and Lord Abbett Income Fund. 
Inc . and Lord Abbett Developing Growth 
Fund, Inc„ Maryland corporations (col¬ 
lectively, the "Funds*). registered under 
the Investment Company Act of 1940 
' *^ c t r * w open-end. management com¬ 
panies. filed an application and an 
amendment thereto on September 27, 
1976. pursuant to Section 6(c) of the Act 
for an order of the Commission declaring 
that Paul M. Fye ("Fye") shall not be 
deemed to be an interested person, within 
tne meaning of Section 2(a) (19) of the 
Act, of the Funds or of the Funds* Invest¬ 
ment adviser and principal underwriter, 
lAjrd Abbett ii Co. (’ Lord Abbett* 4 ). solely 
; of Fyc's position as a director 

or Arthur D. Little, Inc. ("ADL"). which 
wholly owns Impact Securities Corp. 

Iwpact w ), a broker-dealer registered 
under the Securities Exchange Act of 
1934 ("Exchange Act"). Ail interested 
persons are referred to the application 
on file with the Commission for a state¬ 
ment of the representations contained 
(herein which are summarized below. 

Fye, a director of each of the Funds is 
a director of ADL, and owns 420 shares 
oUts common stock. ADL is a research 
ana consulting organization serving in¬ 
dustry, commerce, local, state and fed¬ 


eral government entities, and foreign 
governments. ADL’s work for its clients 
Includes research, development, and 
engineering In the physical and life 
sciences and management consulting 
sciences and economic services. 

Impact Is a New York Stock Exchange 
member, and while its facilities are 
available to the general public without 
special restrictions, most of Impact's 
business consists of orders by clients of 
ADL who wish to pay for ADL's services 
through brokerage. Impact does not sell 
mutual fund shares. 

In 1975 Impact had gross revenues of 
about $750,000 out of total ADL gross 
revenues of $80,827,000. The net after 
tax income of Impact was about $25,000 
compared to ADL's net after tax income 
of $3,142,000. 

TO the extent relevant. Section 10(a) 
of the Act prohibits each Fund from hav¬ 
ing a Board of Directors more than 60% 
of the members of which are interested 
persons of such Fund and Section 10(b) 
(2) of the Act requires that a majority 
of the members of each Fund’s Board of 
Directors be persons who are neither 
principal underwriters for the Fund, nor 
Interested persons of any such principal 
underwriter. Under Section 2(a) (19) of 
the Act. an "interested person" of an in¬ 
vestment company or its principal 
underwriter would include any broker or 
dealer registered under the Exchange 
Act or any affiliated person of such 
broker or dealer. Section 2(a) (3) of the 
Act defines an "affiliated person" of an¬ 
other person to include any director of 
such other person. 

If Impact, because of its close ties with 
ADL te regarded as the equivalent of an 
operating division of. or "collapsed" into 
ADL. Fye would be an affiliated person 
of a registered broker-dealer and con¬ 
sequently. an Interested person of the 
Funds and Lord Abbett. 

Applicants represent that in his ca¬ 
pacity as a director of ADL. Fye has no 
authority over or any responsibility for 
the operations of Impact and will have 
no direct voice in its management. They 
assert that there is no basis for regarding 
Fye as an affiliated person of Impact 
solely by reason of his position as an in¬ 
dependent director of ADL. Applicants 
believe that Fye's connection with ADL 
will not impair his independence in 
acting on behalf of the Funds and their 
shareholders. 

The Funds state that they have no in¬ 
terest in or relationship with ADL or 
Impact and that no portfolio brokerage 
on behalf of the Funds will be placed 
with Impact. Lord Abbett does not pres¬ 
ently subscribe to or purchase any serv¬ 
ices from ADL and has represented to 
the Funds that any research or statis¬ 
tical services purchased from ADL will 
be paid for in cash by lord Abbett. 

Section 6(c) of the Act provides that 
the Commission may conditionally or 
unconditionally exempt any person from 
am’ provision of the Act if and to the 
extent that such exemption is necessary 
or appropriate in tlie public interest and 
consistent with the protection of in¬ 


vestors and the purposes fairly Intended 
by the policy and prov isions of the Act. 

Notice is further given that any in¬ 
terested person may, not later than April 
4. 1977, at 5:30 pan., submit to the Com¬ 
mission in writing a request for a hear¬ 
ing on the matter accompanied by a 
statement as to the nature of his in¬ 
terest, the reason for such request and 
the issues, if any. of fact or law proposed 
to be controverted, or he may request 
that he be notified if the Commission 
should order a hearing thereon. Any such 
communication should be addressed: 
Secretary. Securities and Exchange 
Commission. Washington, D.C. 20549 A 
copy of such request shall be served per¬ 
sonally or by mall upon Applicants at 
their respective addresses stated above. 
Proof of such service «by affidavit or in 
the case of an attorney at law by certlfl - 
cate) shall be filed contemjxmmeously 
with the request. As provided by Rule 
0-5 of the Rules and Regulations pro¬ 
mulgated under the Act, an order dis¬ 
posing of the application herein will be 
issued as of course following said date, 
unless the Commission thereafter orders 
a hearing upon request or upon the Com¬ 
mission's own motion. Persons who re¬ 
quest a hearing or advice ns to whether 
a hearing Is ordered will receive any 
notices and orders Issued in this matter, 
including the date of the hearing (if 
ordered) and any pos tenements 
thereof. 

By the Commission. 

George A. Fitzsimmons, 

Secretary. 

I PR Doc 77-7562 Filed 3-14-77:8:45 am] 


fPtle Nor. 3-5184. 81-257] 

GORDON & CO. 

Application and Opportunity for Hearing 
March 9. 1977. 

Notice is hereby given that Gordon St 
Co. ("Applicant") has filed an applica¬ 
tion pursuant to Section 12(h) of the 
Securities Exchange Act of 1934 ‘"Ex¬ 
change Act") requesting that Applicant 
be granted an exemption from the pro¬ 
visions of Section 15(d) of the Exchange 
Act. Section 15<d) provides that each 
issuer who lias filed a registration state¬ 
ment which has become effective pur¬ 
suant to tlie Securities Act of 1933. os 
amended, shall file with the Commission, 
in accordance with such rules and regu¬ 
lations as the Commission may prescribe 
as necessary or appropriate in the public 
interest or for the protection of inves¬ 
tors, such supplementary and periodic 
Information, documents, and reports as 
may be required pursuant to Section 23 
of the 1934 Act in respect of a security 
registered pursuant to Section 12 of the 
1934 Act. 

Section 12(h) empowers tlie Commis¬ 
sion to exempt. In whole or in part, any 
issuer or class of issuers from the regis¬ 
tration, periodic reporting and proxy so¬ 
licitation provisions and to grant exemp¬ 
tions from the insider reporting and 
trading provisions of the 1934 Exchange 


KOERAl RcGiSTEt. VOL 42, NO. 50—TUESDAY, MARCH 15. 1977 








11188 


NOTICES 


Act if the Commission finds, by reason 
of the number of public investors, 
amount of trading interest in the secu¬ 
rities, the nature and extent of the ac¬ 
tivities of the Issuer, or otherwise, that 
such exemption is not inconsistent with 
the public interest or the protection of 
investors. 

The Applicant states In part: 

1. Applicant is a broker-dealer reg¬ 
istered under the Exchange Act and is 
subject to such Act and the regulatory 
jurisdiction of the Commission. Appli¬ 
cant was organized in 1937 in Massa¬ 
chusetts as a common law partnership 
under the name Beacon Finance Co. On 
December 15. 1971, Beacon registered 
with the Commission as a broker-dealer 
and subsequently changed Its name to 
Oordon & Co. 

2. Applicant has been engaged in the 
business of writing limiting price put 
and call options (“Oordon Limited Price 
Options'*) for five years. Under its cur¬ 
rent practices Gordon is always the is¬ 
suer and endorser of Gordon Limited 
Price Options and may act as an Issuer, 
endorser and writer. In every case Ap¬ 
plicant Is primarily obligated to carry 
out the obligations of the options It is¬ 
sues in accordance with the terms 
thereof. 

3. Applicant registered its Oordon 
Limited Price Option contracts in a reg¬ 
istration statement made effective May 
26. 1976. and thereby became subject to 
the continuous reporting provisions of 
Section 15(d). 

Applicant argues that the exemptive 
order requested is not Inconsistent with 
the public interest or the protection of 
investors in view of the following: 

(1) The Limited Price Put and Call 
Options Issued by Oordon are options to 
purchase or sell securities issued by per¬ 
sons other than Gordon. The Options 
do not create any equity interest in 
Oordon in either the purchaser or the 
writer of the Options. 

(2) Oordon commenced the Issue of 
its Options pursuant to its registration 
statement on July 26, 1976. At no time 
since that date have Options been out¬ 
standing in the hands of more than 
thirty-four (34) separate holders or 
buyers of Options. No one other than 
Oordon itself has written a Oordon Op¬ 
tion. All sales of Gordon Options have 
been entirely unsolicited and all Options 
have been sold only to sophisticated in¬ 
vestors who met the requirements of 
Gordon described in its Prospectus. 

(3) Oordon Options are generally ex¬ 
ercised. expire or arc repurchased by 
Oordon within one month from the date 
on which they arc issued. It Is extremely 
rare that an option is outstanding for as 
long as three months. 

(4) Oordon has undertaken to and 
does furnish the holder of every out¬ 
standing Option a balance sheet and a 
detailed computation of its net capital 
on a semi-annual basis in July of each 
year. In January of each year Gordon 
furnishes the holder of each outstanding 
Option with a certified audit report of its 
financial condition. 


(5) Gordon & Co., as a broker-dealer 
registered under Section 15 of the Act, 
is subject to and complies with the re¬ 
porting requirements of Section 17 of 
the Act including, but not limited to the 
filing of monthly. Quarterly and annual 
reports under Rule 17A-5. These reports 
contain all of the detailed information 
required by the reports called for under 
Section 15(d) and it would appear un¬ 
necessary to require Oordon & Co. to 
file reports under both 17(a) and 15(d), 

(6) Oordon it Co. issues Options only 
if it has net capital of not less than 
$500,000 or 8 percent of its aggregate in¬ 
debtedness. whichever is greater. This 
limitation is set forth on page 30 of the 
prospectus. 

For a more detailed statement of the 
Information presented, all persons ore 
referred to said application and amend¬ 
ments which are on file in the offices of 
the Commission at 500 North Capitol 
Street, Washington. D.C. 

Notice is further given that any In¬ 
terested person not later than April 4. 
1977 may submit to the Commission tn 
writing his views or any substantial 
facts bearing on this application or the 
desirability of a hearing thereon. Any 
such communication or request should be 
addressed: Secretary. Securities and Ex¬ 
change Commission. 500 North Capitol 
8treet, N.W.. Washington. D.C. 20549. 
and should state briefly the nature of 
the interest of the person submitting 
such information or requesting the 
hearing, the reason for such request, and 
the issues of fact and law raised by the 
application which he desires to contro¬ 
vert. Persons who request a hearing or 
advice as to whether a hearing is or¬ 
dered will recede any notices and orders 
Issued in this matter, including the date 
of the hearing (if ordered) and any 
postponements thereof. At any time af¬ 
ter said date, an order granting the ap¬ 
plication may be raised upon request or 
upon the Commission's own motion. 

By the Commission. 

Georgs A. Fitzsimmons, 
Secretary. 

|PR Doc 77-7563 Filed 3-14-77:8:46 ami 


| Rel. NO. 19926) 

OHIO POWER CO. 

Proposed Issuance and Sale of First 
Mortgage Bonds at Competitive Bidding 

March 9. 1977. 

In the matter of Ohio Power Company, 
301 Cleveland Avenue, 8.W., Canton. 
Ohio 44701 (70-5984). 

Notice is hereby given that Ohio Power 
Company (“Ohio”), an electric utility 
subsidiary company of American Elec¬ 
tric Power Company, Inc., a registered 
holding company, has filed an applica¬ 
tion with this Commission pursuant to 
the Public Utility Holding Company Act 
of 1935 ("Act") designating Section 6(b) 
of the Act and Rule 50 promulgated 
thereunder as applicable to the proposed 
transaction. Ail interested persons are 


referred to the application, which is sum¬ 
marized below, for a complete statement 
of the proposed transaction. 

Ohio proposes to* Issue and sell, sub¬ 
ject to the competitive bidding require¬ 
ments of Rule 50 under the Act, up to 
$40,000,000 principal amount of First 
Mortgage Bonds, due 2007. The interest 
rate (which will be expressed in a multi¬ 
ple of Mi of 1 percent) and the price to 
be paid to Ohio for the Bonds (which 
shall not be less than 100 percent un¬ 
less Ohio shall authorize a lower per¬ 
centage not less than 99 percent, and 
shall not exceed 102.75 percent) will be 
determined by competitive bidding. The 
terms of the Bonds preclude Ohio from 
redeeming any such Bonds prior to 
April 1,1982, If such redemption is for the 
purpose of refunding such Bonds with 
proceeds of funds borrowed at a lower 
effective interest co6t. The Bonds will be 
Issued under and secured by the Mort¬ 
gage and Deed of Trust, dated as of Oc¬ 
tober 1. 1938, to Manufacturers Hanover 
Trust Company and Donald B. Hertcr- 
lch. Trustees, and a new Indenture Sup¬ 
plemental thereto which will be dated 
as of the first day of the month in which 
the Bonds are to be issued. 

The proceeds realized from the sale of 
the Bonds are to be used to retire un¬ 
secured short-term debt of Ohio, much 
of which will have been incurred in con¬ 
nection with the maturity of $40,000,000 
principal amount of Ohio’s First Mort¬ 
gage Bonds. 6& percent series due 
April 1, 1977. As of February 10, 1977. 
there were notes payable to banks in the 
amount of $ 29 , 831 , 000 : and it is exrected 
that Ohio will have short-term debt out¬ 
standing not to exceed $100,000,000 at 
the time of the issue and sale of the 
Bonds. 

The estimated cost of Ohio's construc¬ 
tion program for 1977 Is approximately 
$195,000,000. exclusive of construction 
costs in connection with the completion 
of the General James M. Gavin Plant 
by Ohio's whoUy owned subsidiary'. Ohio 
Electric Company. 

Expenses of Ohio in connection with 
the proposed transactions will be filed 
by amendment. It is stated that the pro¬ 
posed issuance and sale of the Bonds is 
subject to the Jurisdiction of the Public 
Utilities Commission of Ohio and that no 
other state commission and no federal 
commission, other than this Commis¬ 
sion. has Jurisdiction over the proposed 
transaction. 

Notice is further gtven that any inter* 
csted person may. not later than April 4 
1977, request In writing that a heariiu: 
be held on such matter, stating the 
nature of his Interest, the reasons lor 
such request, and the issues of fact or 
law raised by said application which he 
desires to controvert; or he may request 
that he bo notified if the Commission 
should order a hearing thereon. Any such 
request should be addressed: Secretary 
Securities and Exchange Commission. 
Washington, D.C. 20549. A copy of such 
request should be served personally or 
by mall upon the applicant at the above 
stated address, and proof of service (by 
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affidavit or. In case ol an attorney at 
law. by certificate) should be filed with 
the request. At any time after said date, 
the application, as filed or as it may be 
amended, may be granted as provided 
in Rule 23 of the General Rules and 
Regulations promulgated under the Act, 
or the Commission may grant exemption 
from such rules as provided in Rules 
20(a* and 100 thereof or Lake such other 
action as it may deem appropriate. Per¬ 
sons who request a hearing or advice 
as to whether a hearing is ordered will 
receive any notices and orders issued in 
this matter, including the date of the 
hearing (if ordered) and any postpone¬ 
ments thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

Georce A. Fitzsimmons. 

Secretory. 

\FR Doc.77-7564 Piled 3-14-77:8:45 am) 


DEPARTMENT OF THE TREASURY 

Customs Service 

|TJD. 77-84! 

INSTRUMENTS OF INTERNATIONAL 
TRAFFIC 

Certain Wooden Bins Use for the Transpor¬ 
tation of Apples Designated as Instru¬ 
ments of International Traffic 

Maich 8 . 1977. 

It has been established to the satisfac¬ 
tion of the U.S. Customs Service that 
bins constructed of plywood sides and 
bottoms reinforced with lumber, or whol¬ 
ly of lumber of a slatted design, approxi¬ 
mately 48 inches long. 46 Inches wide, 
and 32 to 36 Inches high, with a capac¬ 
ity of approximately 25 bushels, and per¬ 
manently marked with company Initials 
or trade names, used for the transporta¬ 
tion of apples, are substantial, suitable 
for and capable of repeated use. and used 
in significant numbers In International 
traffic. 

Under the authority'of section 10.41a 
aMl). Customs Regulations (19 CFR 
104ia(a)(l)>. I hereby designate the 
above-described wooden bins as "instm- 
above-d escribed wooden bins as -instru¬ 
ments of International traffic*' within 
the meaning of section 322<a>. Tariff Act 
of 1930. as amended (19 U.S.C. 1322(a)). 
These bins may be released under the 
procedures set forth in section 10.41a. 
Customs Regulations (19 CFR 10.41a>. 
(102556) 
f BOft-7-07) 

J. P. Tebeau. 

Director. Carrier*. Drawback 

and Bonds Division . 
(PR Doc.77 7548 FUed 3-14-77:8:45 tun] 


Internal Revenue Service 

l Order No. 1611 

ASSISTANT COMMISSIONER FOR 
Delegation of Authority 

March 14. 1977. 

1. Pursuant to the authority vested in 
the Commissioner of Internal Revenue 
by Treasury Department Order No. 107 
(Revision 20) dated December 21. 1976. 
authority Is delegated to the following 
officials o fthe Internal Revenue Service 
to fix the Seal of the Department of the 
Treasury In the authentication of origi¬ 
nals and copies of books, records, papers, 
writings, and documents of the Depart¬ 
ment. for all purposes. Including the pur¬ 
poses authorized by 28 UJS.C. 1733(b). 

a. Assistant Commissioner (Compli¬ 
ance) 

b. Deputy Assistant Commissioner 
(Compliance) 

c. Director, Disclosure Operations 
Division 

d. Assistant Director, Disclosure Oper¬ 
ations Division 

2. The Director, Disclosure Operations 
Division, is authorized to maintain cus¬ 
tody of the die of the Treasury Seal for 
the Internal Revenue Service. 

3. This authority may not be redele- 
gated. 

Effective date: March 14, 1977. 

William E. Williams. 

Acting Commissioner . 

IFR Doc.77-7596 FUed 3-14-77.8:45 am] 


TAX FORMS COORDINATING 
COMMITTEE 

Request lor Forms Suggestions 

The Internal Revenue Service will soon 
begin its 1977 Forms Review Program. 

As part of its annual review process, 
the Sendee is interested in receiving 
written comments and suggestions for 
improving its tax return forms. Instruc¬ 
tions and related schedules. The public, 
practitioner groups, and other interested 
parties or organizations are invited to 
participate. 

Since the Service does not plan to hold 
meetings or hearings on these written 
submissions, they should be self-explan¬ 
atory and insufficient detail to communi¬ 
cate clearly what is being suggested. 
Careful consideration will be given to all 
comments and suggest io/is received. 
However, individual responses to the sub¬ 
missions will not be made because of the 
volume of correspondence involved. 

In order to meet our work schedule 
and early printing deadlines, it is re¬ 
quested that recommendations be sub¬ 
mitted on or before May 16. 1977. 

Comments and suggestions should be 
sent to the Chairman, Tax Forms Coor¬ 


dinating Committee, Room 5569. Inter¬ 
nal Revenue Service. 1111 Constitution 
Avenue NW, Washington. D.C. 20224. 
Further Information concerning this no¬ 
tice may be obtained by calling 202-566- 
6253. 

Approved: March 10. 1977. 

John L. Withers, 
Assistant Commissioner. 

(Technical *. 

IFR Dor 77 7505 Piled 3-14 77; 0:45 &m| 


Office of the Secretsry 

IMPRESSION FABRIC OF MAN MADE 
FIBER FROM JAPAN 

Antidumping Proceeding Notice 

AGENCY: United States Customs Serv¬ 
ice 

ACTION: Initiation of Antidumping In¬ 
vestigation 

SUMMARY: This notice Is to advise the 
public that an antidumping investigation 
lias been started for the purpose of de¬ 
termining whether or not exports of 
impression fabric of man-made fiber 
from Japan to the United States are be¬ 
ing sold, or are likely to be sold, at less 
than fair value (sales at less than fair 
value usually means that the prices of 
the merchandise sold for export to the 
U.S. are less than the prices In the home 
market). Because there Is substantial 
doubt that on Industry Is being or is 
likely to be injured as a result of those 
imports, this case is being referred to 
the United States International Trade 
Commission for a determination as to 
whether or not there is a reasonable in¬ 
dication of injury. If the Commission 
should find within 30 days that there is 
no reasonable indication of injury, this 
Investigation will be terminated at that 
time. Otherwise the investigation will 
continue to a conclusion. 

EFFECTIVE DATE: This Investigation 
will begin on March 15. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

David Chapman, Duty Assessment 
Division. UJ3. Customs Service, 1301 
Constitution Avenue, N.W.. Wash¬ 
ington. D.C. 20229 (202-566-5492). 
SUPPLEMENTARY INFORMATION: 
On February 7. 1977. Information was 
received in proper form pursuant to sec¬ 
tions 153.26 and 153.27, Customs Regu¬ 
lations (19 CFR 153.26, 153.27). from 
counsel acting on behalf of Bomont In¬ 
dustries. To Iowa, New Jersey; Schwarz- 
enbach Huber, a company of Carlsbrook 
Ind.. Inc„ New York. New York; and 
Standard Products Corporation. New 
Rochelle. New York, indicating a possi¬ 
bility' that impression fabric of man¬ 
made fiber from Japan is being, or Is 
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likely to be. sold at ices than fair value 
within the meaning of the Antidumping 
Act, 1921. as amended <19 U.8,C. 160 et 
seq.) (referred to in this notice os “the 


Act**). 

For purposes of this notice, the term 
“impression fabric of man-made fiber“ 
means finished impression fabric, slit or 
uncut, and not inked. 

There is evidence on record concern¬ 
ing injury to, or likelihood of injury to. 
or prevention of establishment of an in¬ 
dustry in the United States. This evi¬ 
dence indicates that although imports of 
impression fabric of man-made fiber 
from Japan increased during the period 
1973-75 in both absolute terms and In 
terms of market share, those imports de¬ 
clined during 1976. The decline appears 
to have been partly due to the restraint 
agreement entered into between the gov¬ 
ernments of the United States and Ja¬ 
pan during 1976 on certain of the im¬ 
ports subject to this Investigation. That 
agreement places a fixed ceiling upon 
imports of the subject merchandise from 
Japan which enter under two of the three 
tariff items subject to this investigation 
—items 338.3014 and 338.3016 of the Tar¬ 
iff Schedules of the United States Anno¬ 
tated (TSUSA). The imports that are 
subject to restraint accounted for rough¬ 
ly three-quarters of the imports of im¬ 
pression fabric of man-made fiber from 
Japan during 1976 Furthermore, im¬ 
ports of the subject merchandise from 
Japan under the sole tariff item not cur¬ 
rently subject to restraint—TSUSA item 
347.6020—could become so if those im¬ 
ports exceed a certain level. 

In addition, the available data Indi¬ 
cate that domestic producers* U.S. ship¬ 
ments of impression fabric of man-made 
fiber increased in both actual and rela¬ 


tive terms during the past year. 

On the basis of such evidence, it lias 
been concluded that there is substantial 
doubt of injury to. likelihood of injury to. 
or prevention of establishment of an In¬ 
dustry in the United States by reason of 
such importations from Japan. Accord¬ 
ingly. the United 8tates International 
Trade Commission is being advised of 
such doubt pursuant to section 201 <c) (2) 
of the Act U9U.8.C. 160ic)<2>). 

Having conducted a summary in¬ 
vestigation as required by 1 153 .29 of the 
Customs Regulations < 19 CFR 153.29 >, 
and having determined as a result there¬ 
of that there ore grounds for, doing so. 
the U.S. Customs Service is instituting 
an inquiry to verify the information sub¬ 
mitted and to obtain the facts necessary 
to enable the Secretary of the Treasury 
to reach a determination as to the fact 
or likelihood of soles at less than fair 
value. Should the United States Inter¬ 
national Trade Commission, within 30 
days of receipt of information cited in 
the preceding paragraphs, advise the 
Secretary that there is no reasonable in¬ 
dication that an industry is being or to 
likely to be injured, or to prevented from 
being established, by reason of the im¬ 
portation of such merchandise into the 
United States, the Department will pub¬ 
lish promptly in the Federal Rec.ujter 


a notice terminating the investigation. 
Otherwise, the investigation wfll con¬ 
tinue to a conclusion. 

A summary of price information re¬ 
ceived from all sources to as follows: 

The information received tends to indicate 
that the prices of the merchandise sold for 
exportation to the United 8taU*s ore Jew than 
the prloea for home cooimmpttoti. 

This notice to published pursuant to 
section 153.30 of the Customs Regula¬ 
tions <19 CFR 153.30). 

John H. Harper, 

Acting Assist ant Secretary 

of the Treasury. 

March 9, 1977. 

| PR Doe.77 7660 Piled 3 14 77;8:45 am| 


INTERSTATE COMMERCE 
COMMISSION 

Office of Hearings 

(Notice No. 345| 

ASSIGNMENT OF HEARINGS 

March 10.1977. 

Cases assigned for hearing, postpone¬ 
ment, cancellation or oral argument 
appear below and will be published only 
once. This list contains prospective 
assignments only and does not include 
cases previously assigned hearing dates 
The hearings will be on the issues as 
presently reflected in the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appro¬ 
priate steps to Insure that they are 
notified of cancellation or inwtpone- 
ments of hearings in which they arc 
interested. 

MC 115780 Sub 17. The Mlckow Corp. now 
aligned April 14, 1977 at Chicago. 111., will 
Ik? held In Room 286. 219 S. Dearborn 
Street. Kverett McKinley Dlrkacn Bldg 
MC 123476 Sub 25. Curt!* Transport. Inc., 
now aligned AprU 12. 1977, at Chicago. 
Ill., will be held In Room 204A 8. Dearborn 
Street. Kvcrctt McKinley DlrX*en Bldg 
MC 71439 Sub 55. O.N.C. Freight 8y»tem*. 
now aaMgned AprU 12, 1977. at Ban Fran¬ 
cisco, Calif., will be held in the sir Frond* 
Drake Hotel. Cypress Room. Powell and 
Sutter Street* 

MC 133095 Bub 116, Texas Continental Ex- 
pr rse, Inc., now assigned March 29, 1977 at 
Washington. D.C. la cancelled, application 
dismlmed 

MC 3281 8ub 7. Powell Truck Line, Inc., now 
aaalgned April 19. 197T at Memphis. Tenn . 
will be held In Executive Pla/a Inn. 1417 
East Brooks Road. 

MC 136315 Sub 13. Olen Burrago Trucking. 
Inc., now assigned April 20, 1977, at Jock- 
nuit. Miss . will be held in the Orand Jury 
Room. US. Poet and Court House Bldg , 
Corner of Capitol and 8.W. Street 
MC 127834 Bub 116, Cherokee Hauling A Rig¬ 
ging. Inc., now assigned April 12. 1977. at 
Memphis, Tenn., wiU be held In Room 978, 
Federal Office Bldg., 167 N. Main Street. 
MC 115654 Bub 56, Tennessee Cartage Co.. 
Inc., now assigned April 18. 1977, at Mem¬ 
phis. Tenn , will be held In Room 978, 
Federal Office Bklg.. 167 N. Main Street, 
MC-P-12903. Ovcmite Transportation Com¬ 
pany Purchase Southern Forwarding Com¬ 


pany, and MC-FC 76677, EHaabeth C. 
Barnes. Ann Marie Tortl and Melba* C 
Barnes. Transferees, db* Southern For¬ 
warding Company. Transferor, now as¬ 
signed April )3, 1977, at Memphis, Tenn 
In Room 978. Federal Office Bldg.. 167 N 
Main Street. 

MC 136343 (Sub-No. 94), Milton Transport* 
Uon, Inc., now being aligned April 18. 1977 
(1 day) at Boston. Massachusetts. In a 
hearing room to be later designated. 

MC 138018 Sub 31. Refrigerated Foods. Inc . 
MC 113658 Sub 11. Scott Truck Une. Inc 
MC 114273 Bub 269. Crxt. Inc. and MC 
124879 Bub 71, now assigned April 20, 1977 
at Denver. Colo., will be held In the Tar 
Court Room 587, US. Federal Bldg 19th 
and Stout Street« 

MC-C 8074, Mm Charles Hudgens, Individ¬ 
ual. d/b/a Tour of tbe Month Club and 
Greyhound World Tours. Inc . v. 8 A f* 
Corporation, d/b/a Piedmont Touts, now 
assigned March 30. 1977 at Columbia, South 
Carolina, has been postponed indefinite: 

FD 27972. Louisville Ac Nashville Rallrrw! 
Company—Trackage Right* Over Grand 
Trunk Western Railroad Company South 
Bend Subdivision Between Munster. Lair 
County Indiana and Thornton Junction 
Cook County Illinois, now assigned April 4 
1977, at Chicago. Ill. will be held In Boon- 
2503, Everett McKinley Dirkten BuUdim 
219 South Dearborn Street, instead of 
Room 1319. 

MC 134286 i Sub-16), mini Express Inc., now 
being aligned March 17. 1977 at the Otter* 
of the Interstate Commerce Commliwloi 
Washington, D.C. 

MC 132170. Jersey Beat. Inc., now 

AprU 18. 1977. at New York, N Y.. will be 
held in Room 2206. Federal Bldg . 26 Fid 
erol Flora 

MC 136343 Sub 92, Milton Trabffporto'lcii 
Inc, now aligned April 19, 1977, at New 
York. N Y . wUl be held iu towm 7206 
Federal Bldg., 26 Federal Plaza 

MC 138387 Bub 2, Fbcwe Transport. Iivr no» 
assigned April 20, 1977, at New York, N.Y 
will be held in Room 2206. 26 FederrJ 
Plaza 

MC 142006 Bub 2. William C Thomas, now 
assigned Aprtl 21. 1977 at New York. N T 
will be held In Room 2206. Federal BUU 
26 Federal Flora 

MC 60430 Sub 22. Frledmau a Exprc^* In* 
now ozolgned April 22. 1977. at New York. 
N.Y., will be held in Room 2206 Fbdrrol 
Bldg . 26 Federal Pla/a. 

MC 142497 Sub 1, Atlanta. Charter Bu* 
Service, Inc., now awdgncd April 18, 1977 
at Norfolk, Va.. will be held in the Main 
Court Room No 304, UB District Court¬ 
house. Federal Bldg. 

MC 107583 Sub 69, Salem Transportation Co . 
Inc., now assigned April 4, 1977, at Phila¬ 
delphia. Pa , will be held in Room 3240 
William J. Green. Jr.. Federal Bldg 
Arch St. 

Robert L. Oswald. 

Secretary 

(FR Doc77 7612 Piled 3 14 -77:8:46 am | 


(Notice No. 346| 

ASSIGNMENT OF HEARINGS 

March 10,19*27 

Cases assigned for hearing, postpone¬ 
ment. cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signments only and does not 
cases previously assigned t taring date 
The hearings will be on the tosucs w 
presently reflected in the Official DotKei 
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of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appropri¬ 
ate steps to insure that they are notified 
of cancellation or postponements of 
hearings in which they are interested. 

Correction 

MC 141867 Sub 1. Specialised Trucking Serv¬ 
ice. Inc. now being assigned June 0, 1977 (2 
days) at Seattle. Washington In a hearing 
room to be later designated Instead of 2 

days. 


Robert L. Oswald, 
Secretary. 

I PR Doc.77-7013 Piled 8-14-77;8:46 am| 


FOURTH SECTION APPLICATION FOR 
RELIEF 

March 10.1977. 

An application, as summarized below, 
has been filed requesting relief from the 
requirement* of Section 4 of the Inter¬ 
state Commerce Act to permit common 
Carriers named or described in the appli¬ 
cation to maintain higher rates and 
charges at intermediate points than 
those sought to be established at more 
distant points. 

Protests to the granting of an applica¬ 
tion must be prepared in accordance with 
Rule 40 o f the General Rules of Practice 
•49 CFR 1100.40) and filed within 15 
days from the date of publication of this 
notice In the Federal Register. 

FSA No. 43336— Bakery Refuse or 
Swcpings Between Points in Southwest¬ 
ern and Southern Territories. Filed by 
Southwestern Freight Bureau. Agent (No. 
B-064), for interested rail carriers. Rates 
on bakery refuse or sweepings, in bulk or 
in bags or in boxes. In carloads, as de¬ 
scribed In the application, between points 
in southwestern territory, including Mis¬ 
sissippi River crossings. Memphis. Ten¬ 
nessee and south thereof. 

Grounds for relief—Short-line dis¬ 
tance formula and grouping. 

Tariff—Supplement 99 to Southwest¬ 
ern Freight Bureau, Agent, tariff 8W- 
2004-J. I.C.C. No. 5160. 

Rates are published to become effec¬ 
tive op April 10. 1977. 

Bv the Commission, 

Robert L. Oswald, 
Secretary. 

|FR Doo.77-7014 Piled 3-14-77;8:45 am) 


* [Notice No. 34) 

MOTOR CARRIER TEMPORARY 
AUTHORITY APPLICATIONS 

March 10. 1077. 

The following are notices of filing c 
applications for temporary nuthorlt 
under Section 210a<a> of the Interstat 
commerce Act provided for under th 
provisions of 49 CFR 1131.3. These rule 
provide that an original and six <6 

25*®** 11,1 application ma 

" .tlccf with the field official named ij 
the Federal Register publicaUon n 
ater than the 15th calendar day afte 
the date the notice of the filing of th 


application is published in the Federal 
Register. One copy of the protest must 
be served on the applicant, or its au¬ 
thorized representative, if any, and the 
Protestant must certify that such service 
has been made. The protest must iden¬ 
tify the operating authority upon which 
it is predicated, specifying the "MC" 
docket and “Sub” number and quoting 
the particular portion of authority upon 
which it relies. Also, the protestant shall 
specify the service it can and will pro¬ 
vide and the amount and type of equip¬ 
ment it will make available for use in 
connection with the service contem¬ 
plated by the TA application. The weight 
accorded a protest shall be governed by 
the completeness and pertinence of the 
Protestant's information. 

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of the 
human environment resulting from ap¬ 
proval of its application. 

A copy' of the application is on file, and 
can be examined at the Office of the 
Secretary'. Interstate Commerce Com¬ 
mission. Washington, D.C.. and also in 
the ICC Field Office to which protests 
are to be transmitted. 

Motor Carriers or Property 

No. MC 730 < Sub-No. 403TA). filed 
February 28, 1977. Applicant: PACIFIC 
INTERMOUNTAIN EXPRESS CO., 1417 
Clay St . P.O. Box 958, Oakland. Calif. 
94613. Applicant's representative: R. N. 
Cooled ko (same address as applicant). 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over irreg¬ 
ular routes, transporting: Liquid plastic. 
in bulk, in tank vehicles, from Oxnard. 
Calif., to Swansboro, N.C., for 180 days. 
Supporting shipper: Diamond Shamrock 
Corporation. 617 Veterans Blvd., Red¬ 
wood City, Calif. 94063. Send protests to: 
A. J. Rodriguez. District Supervisor. 211 
Main. Suite 500, Son Francisco. Calif. 
94105. 

No. MC 11720 (Sub-No. 12TA), filed 
February 28. 1977. Applicant: WIL¬ 
LIAMS TRUCK SERVICE, 1812 K Ave.. 
P.O. Box 40. Sioux Falls. S. Dak. 57101. 
Applicant's representative: Lyle A. Cle- 
metson (same address as applicant). Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Meat, meat prod¬ 
ucts. meat by-products and articles dis¬ 
tributed by meat packing plants and 
foodstuffs <except hides and commodi¬ 
ties in bulk, from the plantsitcs and/or 
warehouse facilities of Geo. A. Horrnel 
& Co., at or near Fremont. Nebr., and 
Ottumwa. Iowa, to Logan. W. Va.: Dun- 
ber. W. Va.: Blucfield. W. Va.: Victoria. 
Va.. and Ahoskie. N.C.. under a continu¬ 
ing contract with George A. Hormel k 
Co., for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: George A. Hormel & Co.. P.O. 
Box 800, Austin. Minn. 55912. Send pro¬ 
tests to: J. L Hammond. District Super¬ 
visor, Interstate Commerce Commission. 
Bureau of Operations. Room 369. Federal 
Bldg.. Pierre. S. Dak 57501. 


No. MC 51146 (Sub-No. 488TA), filed 
February 28, 1977. Applicant: SCHNEI¬ 
DER TRANSPORT. INC., P.O. Box 2298. 
Green Bay. Wis. 54306. Applicant's repre¬ 
sentative: Neil A. DuJardin (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: (a) Meats, meat products, meat by¬ 
products and articles distributed by meat 
packing firms as described in Sections 
A. B and C of Appendix I to the report in 
Motor Carrier Certificates. 61 MC.C. 209 
and 766 (except hides and commodities 
in bulk, in tank vehicles); and <B) Food¬ 
stuffs. when moving with the commodi¬ 
ties described in A above, from Madison. 
Wis.. to points in Delaware. Connecticut. 
Maine. Maryland. Massachusetts. New 
Hampshire. New Jersey. New York 
Pennsylvania. Rhode Island, Vermont. 
Virginia. West Virginia, and the District 
of Columbia, for 180 days. Supporting 
shipper: Oscar Mayer k Co.. Inc.. 910 
Mayer Ave.. Madison. Wis., 53704 Send 
protests to: Gail Daugherty. Transporta¬ 
tion Assistant. Interstate Commerce 
Commission, Bureau of Operations, U S. 
Federal Bldg., and Courthouse, 517 E 
Wisconsin Ave , Room 619. Milwaukee. 
Wis. 53202. 

No. MC 107403 4Sub-No. 1002TA), filed 
February 28, 1977. Applicant: MAT- 
LACK, INC.. Ten W. Baltimore Av**., 
Lansdowne. Pa. 19050. Applicant's repre¬ 
sentative: Martin C. Haynes. Jr. isaroe 
address as applicant). Authority sought 
to operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Plastic and rubber compounds, dry*, 
in bulk. In tank vehicles, from Dyersburg. 
Tenn.. to Aurora. Ohio: Advance. Mo ; 
BentonviUe, Ark.: Big Spring. Tex : Car¬ 
lyle. HI; Fort Worth, Tex.; Gainesville. 
Tex.; Hot Springs. Ark.; Hudson, N.H.; 
La Grange. Oa.; Midland. Tex.: North 
Conway. N.H.; Sullivan. Mo., and St 
Louis, Mo., for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: Dayco Corporation. 333 
W. First St.. Dayton. Ohio 45402. Send 
protests to: Monica A. Blodgett. Trans¬ 
portation Assistant, Interstate Commerce 
Commission. 600 Arch St., Room 3238 
Philadelphia, Pa. 19106. 

No. MC 107515 (Sub-No. 1055TA>. filed 
February 24. 1977. Applicant: REFRIG¬ 
ERATED TRANSPORT CO.. INC.. P.O. 
Box 308. 3901 Jonesboro Road SE., For¬ 
est Park. Ga. 30050. Applicant's repre¬ 
sentative: Alan E. Serby, Suite 375. 3379 
Peachtree Road NE.. Atlanta. Ga. 30329. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over irreg¬ 
ular routes, transporting: 3/eats, meat 
products, meat by-products and articles 
distributed by meat packinghouses, as 
described in Sections A and C of Appen¬ 
dix I to the report in Descriptions in Mo¬ 
tor Carrier Certificates. 61 M.C.C. 209 
and 766; in vehicles equipped w r lth me¬ 
chanical refrigeration, from the plant- 
site and warehouse facilities utilized by 
Monfort Packing Co., a subsidiary of 
Monfort of Colorado, at or near Greeley. 
Colo. to roints in Arkansas. Tennessee, 
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Louisiana. Mississippi. Alabama. Geor¬ 
gia, North Carolina. South Carolina, 
Florida and Kentucky, for 180 days. Ap¬ 
plicant has also Wed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Monfort 
Packing Co., a subsidiary of Monfort of 
Colorado. Box G, Greeley, Colo. 80631. 
Send protests to: Sara K. Davis. Trans¬ 
portation Assistant. Bureau of Opera¬ 
tions. Interstate Commerce Commission. 
1252 W. Peachtree St. NW.. Room 546, 
Atlanta. Ga. 30309. 


No. MC 110563 * Sub-No. 197TA» Wed 
February 28. 1977. Applicant: COLD¬ 
WAY FOOD EXPRESS. INC.. P.O. Box 
747. 113 N. Ohio Ave.. Ohio Blclg.. Sidney. 
Oliio 45365. Applicant's representative: 
John L. Maurer (same address as appli¬ 
cant) . Authority sought to operate as a 
common carrier. by motor vehicle, over 
irregular routes, transporting: Charcoal 
briquet Is and related advertising mate¬ 
rials . from Marlon. Ohio, to points in 
Alabama, Arkansas. Connecticut, Ken¬ 
tucky. Louisiana. Maine. Maryland. 
Massachusetts. Michigan. Minnesota. 
Mississippi. Missouri. Nebraska, New 
Hampshire. New Jersey. New York. 
North Carolina. North Dakota. Ohio. Ok¬ 
lahoma. Pennsylvania, Rhode Island. 
South Carolina. South Dakota, Tennes¬ 
see, Texas. Vermont. Virginia. West Vir¬ 
ginia. Wisconsin, and the District of Co¬ 
lumbia, for 180 days. Applicant lias also 
Wed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Great Lakes Carbon Cor¬ 
poration. 229 Park Ave.. New York 10017. 
Send protests to: Keith D. Warner, Dis¬ 
trict Supervisor, Bureau of Operations, 
Interstate Commerce Commission, 313 
federal Office Bldg. 234 Summit St. 
Toledo. Ohio 43604. 

No. MC 114457 (Sub-No. 291TA). Wed 
February 23. 1977. Applicant: DART 
TRANSIT COMPANY. 2102 University 
Ave.. St. Paul. Minn. 55114. Applicant's 
representative: James C. Hardman. 33 
N. LaSalle St.. Chicago. IH. 60602. Au¬ 
thority sought to operate as a common 
carrier. by motor vehicle, over irregular 
routes, transporting: Metal containers 
and metal container ends . from Danville. 
U1-. to Franklin, Ky„ and Memphis, 
Tenn. for 180 days. Applicant has also 
Wed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: The Continental Oroup. Inc, 
150 W. Wacker Drive, Chicago, Ill. 60606. 
Send protests to: Marion L. Cheney. 
Transportation Assistant, Interstate 
Commerce Commission, Bureau of Op¬ 
erations. 414 Federal Bldg., and U.S. 
Courthouse, 110 8. 4th St.. Minneapolis, 
Minn. 55401. 


No. MC 114457 (Sub-No 292TA), Wed 
February 25, 1977. Applicant: DART 
TRANSIT COMPANY. 2102 University 
Ave.. St. Paul, Minn. 55114. Applicant's 
representative: James H. Wills »samc 
address as applicant). Authority sought 
to operate as a common carrier, by mo¬ 
tor vehicle, over irregular routes, trans¬ 
porting: Foodstuffs (except commodities 
in bulk), from the plantsites and ware¬ 


house facilities of Jeno's. Inc., at Duluth, 
Minn., and Superior. Wls.. to points in 
Alabama, Georgia. Louisiana, Missis¬ 
sippi, North Carolina, South Carolina, 
and Tennessee, restricted to the traffic 
originating at and destined to the above- 
named points, for 180 days. Supporting 
shipper: Jeno's. Inc., 525 Lake Ave., 
South. Duluth. Minn. 55802. Send pro¬ 
tests to: Marion L. Cheney, Transporta¬ 
tion Assistant, Interstate Commerce 
Commission. Bureau of Operations, 414 
Fcdeml Bldg., and U S. Courthouse. 110 
S. 4th St.. Minneapolis, Minn. 55401. 

No. MC 114632 *Sub.-No. 101TA>, Wed 
February 25. 1977. Applicant: APPLE 
LINES. INC.. 212 6.W Second St.. P.O. 
Box 287. Madison. 8. Dak. 47042. Appli¬ 
cant's representative: Robert D. Oisvold. 
1000 First National Bank Bldg., Minne¬ 
apolis. Minn. 55402. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Meat, meat products, and meat by¬ 
products and articles distributed by meat 
packinghouses, as described in Sections 
A and C of Appendix I to the report in 
Descriptions in Motor Carrier Certifi¬ 
cates. 61 M.C.C. 209 and 766 (except hides 
and commodities in bulk), from the 
plantsite and facilities of Spencer Foods. 
Inc., at or near Schuyler, Nebr.. to Chi¬ 
cago. Ill., and its Commercial Zone, for 
180 days. Applicant has also Wed an un¬ 
derlying ETA seeking up to 90 days of 
derating authority. Supporting ship¬ 
per: Spencer Foods, Inc., P.O. Box 1228. 
Spencer. Iowa 51301. 8end protests to: 
J. L. Hammond. District Supervisor. In¬ 
terstate Commerce Commission, Bureau 
of Operations. Room 369. Federal Bldg.. 
Pierre, 8. Dak. 57501. 

No. MC 118159 'Sub-No. 199TAL 
Wed February 28, 1977. Applicant: NA¬ 
TIONAL REFRIOERATED TRANS¬ 
PORT. INC.. P.O. Box 51366, Dawson 
Station. Tulsa. Okla. 74151. Applicants 
representative: Warren Taylor (same 
address as applicant). Authority sought 
to operate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Meats, meat products . meat by¬ 
products. and articles distributed by 
meat packinghouses. as described in Sec¬ 
tions A. B and C of Appendix I to the re¬ 
port in Descriptions in Motor Carrier 
Certificates 61 M.C.C. 209 and 766 ‘ex¬ 
cept hides and commodities in bulk*, 
from Sterling, Colo., to points in Louisi¬ 
ana. Maryland, Massachusetts. Missis¬ 
sippi. New Jersey. New York and Penn¬ 
sylvania. for 180 days. Applicant has also 
riled an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: Sterling Colorado Beef Com¬ 
pany. P.O. Box 1728. Sterling, Colo. 
80751. Send protests to: Joe Green. Dis¬ 
trict Supervisor, Room 240 Old Post 
Office Bldg.. 215 N.W. Third St.. Okla¬ 
homa City. Okla. 73102. 

No. MC 118989 »Sub-No. 153TA>, Wed 
February 28. 1977. Applicant: CON¬ 
TAINER TRANSIT. INC- 5223 S. 9th St.. 
Milwaukee, Wis. 53221. Applicant's rep¬ 
resentative: Albert A. Andrin, 180 N. La¬ 
Salle St. Chicago. Ill. 60601. Authority 


sought to operate as a common carrier, 
by motor vehicle, over irregular routes 
transporting: Drums. iron or steel. S.U 
with plastic liners, drums, fibreboard 
S.U. . with plastic liners, from Addison 
Ill , to Morenci and Romulus, Mich., for 
180 days. Applicant has also Wed an un¬ 
derlying ETA seeking up to 90 days of op¬ 
erating authority. Supporting shipper 
Container Corporation of America. 500 
E. North Ave., Carol Stream. Ill. 60187 
Send protests to: Gail Daugherty, Trans¬ 
portation Assistant. Interstate Com¬ 
merce Commission. Bureau of Opera¬ 
tions, UjS. Federal Bldg., and Court¬ 
house, 417 E. Wisconsin Ave.. Room 619. 
Milwaukee, Wis 53202. 

No. MC 119741 (Sub-No. 63TA>, Wed 
February 25. 1977. Applicant: GREEN 
FIELD TRANSPORT COMPANY. INC 
P.O. Box 1235. RFD No. 2. Fort Dodge. 
Iowa 50501. Applicant's representative 
D. L. Robson (same address as appli¬ 
cant). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Meats 
meat products and meat by-products and 
articles distributed by incut packing¬ 
houses. as described in Sections A and C 
of Appendix I to the report in Descrip¬ 
tions in Motor Carrier Certificates, 61 
M.C.C. 209 and 766 (except hides and 
commodities in bulk), from the plant- 
sites and warehouse facilities of Del 
Pero-Mondon Meat Company. Sunflower 
Beef Division, at or near Wichita, Kans 
to points In North Dakota. South Dakota, 
Nebraska, Minnesota, Missouri. loan. 
Wisconsin, Illinois, Michigan. Indiana 
Kentucky, Ohio, New York and Pennsyl¬ 
vania, for 180 days. Applicant lias aK) 
filed an underlying ETA seeking up to 90 
days of operating authority Supporting 
shipper: Del Pero-Mondon Meat Com¬ 
pany, Sunflower Beef Division, P.O. Box 
8183. Wichita. Kans. 67207. Send protests 
to: Herbert W. Allen. District Super¬ 
visor. Bureau of Operations. Interstate 
Commerce Commission, 518 Federal 
Bldg.. Des Moines, Iowa 60309. 

No. MC 123407 »Sub-No. 357TA-. Wed 
February 28. 1977. Applicant: SAWYER 
TRANSPORT. INC.. U 8. Highway 6. 
South Haven Square, Valparaiso Ind 
46383. Applicant's representative. Step¬ 
hen H. Locb. Suite 1606. 33 N. LaSalle 
St,, Chicago, III. 60602. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transpos¬ 
ing: Flat glass, in trailers with metal "A" 
frames, from the plantsite of Fourco 
Glass Co.. Jerry Run Division, located in 
Taylor County. W. Va.. to points in the 
United States in and east of Colorado 
Montana, New Mexico and Wyoming ^ex¬ 
cept Florida, Georgia. North Carolina 
South Carolina. Tennessee and Virginia >. 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting Ship¬ 
per: Fourco Glass Co.. Jerry Run Divi- 
sion, P.O. Box 2230. Clarksburg. W. Va. 
26301. Send protests to: J. H. Gray. Dis¬ 
trict Supervisor, Bureau of Operation^ 
Interstate Commerce Commission, w 
W. Wayne 8t.. Suite 113, Fort Wayne. 
Ind. 46802. 
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NO MC 128256 (Sub-No. 31TA>, filed 
February 28, 1977. Applicant O. W. 
BLOSSER, doing business as BLOSSER 
TRUCKING. 215 N. Mata St., Middle¬ 
bury. Ind. 46540. Applicants representa¬ 
tive: Lippman and Sulverman, Suite 550 
Federal Bar Bldg.. 1819 H. St.. NW.. 
Washington, D.C. 20006. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Plastic moldings . from 
Middlebury. Ind., to potato in the United 
States (except Alaska and Hawaii), for 
180 days. Supporting shipper: Abitibi 
Corporation. Middlebury. Ind. 46540. 
Send protests to: J. H. Gray. District 
Supervisor. Bureau of Operations. Inter¬ 
state Commerce Commission. 343 W. 
Wayne St.. Suite 113, Port Wayne. Ind. 
46802. 

No. MC 128273 (Sub-No. 251TA*. hied 
February 24, 1977. Applicant: MID¬ 
WESTERN DISTRIBUTION, INC., P.O. 
Box 189. 121 Humboldt St.. Port Scott, 
Kans. 66701. Applicant’s representative: 
Elden Corban (same address as appli¬ 
cant). Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: Pet food , 
from the plantsite and storage facilities 
of the Von Camp Seafood Company, at 
San Diego, Calif., to the planteites and 
storage facilities of Ralston Purina Co¬ 
at Denver, Colo., Clinton and Davenport. 
Iowa, and Milan and Rock Island. HI., for 
180 days. Applicant has also filed an un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Ralston Purina Co., Checkerboard 
Square, St. Louis. Mo. 63188. Send pro¬ 
tests to: M. E. Taylor, District Super¬ 
visor, Interstate Commerce Commission. 
Suite 101 Litwln Bldg., 110 N. Market. 
Wichita. Kans. 67202. 

No. MC 129615 (Sub-No, 25TA), filed 
February 28. 1977. Applicant: AMERI¬ 
CAN INTERNATIONAL DRIVEAWAY. 
P.O. Box 545. 123 N. First St., Decatur. 
Ind. 46733. Applicant's representative: E. 
Drayson Helmer (same address as appli¬ 
cant). Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: Truck 
campers, in motor carrier service, be¬ 
tween points in Elkhart County. Ind.. on 
the one hand, and. on the other, points 
in the United States, including Alaska 
and Hawaii, for 180 days. Supporting 
shippers: Amerigo. Inc., P.O. Box 578, 
Bristol, Ind. 46507. Fleetwing Travelers. 
Jnc., P.O. Box 84. Nappance. Ind. 46550. 
Honey Recreational Vehicles. Inc., 1809 
W Hively. Elkhart. Ind. 46514 Travel 
Equipment Corporation, Box 512, Gosh- 
Ind. 46526. Send protests to: J. H. 
Gray, District Supervisor. Bureau of Op¬ 
erations, Interstate Commerce Comm is- 
s on, 343 W. Wayne 8t., Suite 113. Fort 
Wayne. Ind. 46802. 

No. MC 135283 (Sub-No. 19TA). filed 
February 25, 1977. Applicant: GRAND 
ISLAND MOVING AND STORAOE CO., 
INC., P.O. Box 1665, East Hwy. 30. Grand 
inland, Nebr. 68801. Applicant's repre¬ 
sentative: Gaily n L. Larsen. P.O. Box 
81849. Lincoln, Nebr. 68501. Authority 
sought to operate as a common carrier. 


by motor vehicle, over irregular routes, 
transporting: Meats, meat products, 
meat by-products and articles distributed 
by meat packinghouses, from the plant- 
site and storage facilities of Mtaden Beef 
Company, at or near Mtaden. Nebr., to 
points in Connecticut and New York, for 
180 days. Supporting shipper: Michael 
Smith. Office Manager. Mindcn Beef 
Company, P.O. Box 70. Mtaden. Nebr. 
68959. Send protests to: Max H. Johns¬ 
ton, District Supervisor. 285 Federal 
Bldg., k Courthouse. 100 Centennial Mai! 
North. Lincoln. Nebr. 68508. 

No. MC 136981 <Sub-No. % 4TA>. filed 
February 28, 1977. Applicant: BLAIR 
CARTAGE. INC., 13658 Auburn Road. 
P.O. Box 52, Newbury. Ohio 44065. Ap¬ 
plicant's representative: LewisS. Wither¬ 
spoon. 88 E. Broad St., Suite 930. Colum¬ 
bus. Ohio 43215. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: Litharge, nepheline syenite, soda 
ash, glass, bulbs, glass rods and tubing . 
glassware, K. D. etal acks. cuUet, electric 
lamps, batteries and battery chargers, 
lighting fixtures, holiday decorations, K, 
D. packaging materials, steel nestainers 
and propane gas, for the General Electric 
Company, between potato In Illinois. 
Indiana. Ohio, Michigan. Buffalo, N.Y.; 
potato In Pennsylvania west of Inter¬ 
state Highway 76; <Penna. Turnpike) 
and north of Interstate Highway 70; and 
potato of entry at the International 
Border between the United States and 
Canada, at Buffalo, N.Y., and Detroit, 
Mich.; also propane movements between 
points in Ohio. Lexington, Ky.. and 
Bridgevllle. Pa., and between Hutchin¬ 
son. Kans., and points in Ohio. Lexing¬ 
ton, Ky., and Bridgevllle Pa. under a 
continuing contract with Oeneral Elec¬ 
tric Company for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: General Electric Com¬ 
pany. Comp. No. 4504. Ncla Park. Cleve¬ 
land. Ohio 44112. Send protests to: James 
Johnson. District Supervisor, Interstate 
Commerce Commission, Bureau of Op¬ 
erations, 181 Federal Office Bldg., 1240 E. 
Minth St.. Cleveland, Ohio 44199. 

No. MC 138235 (Sub-No. IOTA), filed 
February’ 23. 1977. Applicant: DECKER 
TRANSPORT CO.. INC., 412 Route 23, 
Pompton Plains. N.J. 07444. Applicant’s 
representative: George A. Olsen. 69 Ton- 
nelc Ave., Jersey City. N.J. 07306. Au¬ 
thority sought to operate as a contract 
carrier . by motor vehicle, over irregular 
routes, transporting (1) Motor vehicles, 
hardware, conveyors and conveyor equip - 
ment, furniture, lawn mowers, power 
equipment, wheel goods, and bicycles; 
(2) Parts, attachments and accessories 
tor tlie commodities In (1) above; and 
<3> Materials, equipment and supplies 
(except commodities in bulk). used in the 
manufacture or sale of the commodities 
in (I> and (2) above, from the facilities 
of MTD Products. Inc., at Cleveland and 
Willard, Ohio, to the facilities of MTD 
Products. Inc., at IndiAnola, Miss.; from 
the facilities of MTD Products. Inc. at 
Indianoln, Miss., to points in HUnois. 
Indiana, Kentucky. Ohio and points in 


the commercial Zones of St. Louis, Mo., 
and Detroit. Mi ch., under a continuing 
contract with MTD Products. Inc., for 
180 day8. Applicant has also filed an un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
MTD Products. Inc.. 979 S. Conwell. P.O. 
Box 329. Willard, Ohio 44890. 8end pro¬ 
tests to: Joel Morrows, District Super¬ 
visor. Interstate Commerce Commission, 
9 Clinton St.. Newark. N.J. 07102. 

No. MC 138627 (Sub-No. 18TA>. filed 
February 28, 1977. Applicant: SMITH¬ 
WAY MOTOR XPRESS. INC., P.O. Box 
404, Route 4. Fort Dodge. Iowa 50501. 
Applicant’s representative: Arlyn L. 
Westcrgrcn, Suite 530 Univac Bldg.. 7100 
W. Center Road. Omaha. Nebr. 68106. 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Precast and pre- 
stressed concrete products: casting forms 
and components, used in the manufac¬ 
ture of precast and prestressed concrete 
products; and equipment used in the 
handling of precast and prestressed con¬ 
crete products, from the facilities of 
Rocky Mountain Pre-Stress Group, at 
Kansas City, Kans.. to points in Colo¬ 
rado, Illinois. Iowa, Missouri, Nebraska 
and Oklahoma, for 180 days. Applicant 
has also filed an underlying ETTA seeking 
up to 90 day’s of operating authority. 
Supporting shipper: Rocky Mountain 
Pre-Stress Group. P.O. Box 11307. Kan¬ 
sas City. Kans. 66111. Send protests to: 
Herbert W. Allen. District Supervisor. 
Interstate Commerce Commission. Bu¬ 
reau of Operations. 518 Federal Bldg f 
Des Moines, Iowa 50309. 

No. MC 139193 (Sub-No. 58TA>. filed 
February 24. 1977. Applicant: ROBERTS 
L OAKE, INC., 527 E. 52nd St.. North. 
P.O. Box 1356, Sioux Falls. S. Dak. 57101 
Applicant’s representative: Jacob Billig, 
Suite 300, 2033 K St. N.W.. Washington, 
D.C. 20006. Authority sought to operate 
as a contract carrier . by motor vehicle, 
over irregular routes, transporting: 
Meats . meat products, meat by-products 
(except hides and commodities in bulk, 
in tank vehicles), as described in Ap¬ 
pendix I of Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766, from 
the plantsite and storage faculties of 
Royal Packing Company, at or near Na¬ 
tional Stockyards, Ill., and St. Louis, Mo., 
to points in Connecticut, Maryland, Mas¬ 
sachusetts. Pennsylvania, New Jersey. 
New York, and Washington. D. C.. under 
a continuing contract with Royal Pack¬ 
ing Company, for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: Royal Packing Com¬ 
pany. St. Clair Ave. k Ice Plant Road. 
P.O. Box 156. National Stockyards, W. 
62071. Send protests to: J. L. Hammond. 
District Supervisor. Interstate Commerce 
Commission. Bureau of Operations. 
Room 369, Federal Bldg., Pierre. S. Dak! 
57501. 

No. MC 139495 (Sub-No. 197TA>. filed 
February 25. 1977. Applicant: NA¬ 

TIONAL CARRIERS, INC.. P.O. Box 
1358,1501 E. 8th St., Liberal. Kans. 67901. 
Applicant's representative: Herbert Alan 
Dubin. 1819 H St. NW.. Suite 1030. Wash- 
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ington, D.C. 20006. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: (1) Aquariums and aquarium sup¬ 
plies and (2) Materials and supplies used 
in the manufacture of aquariums. <i> 
from Canton. Oa.. to points in Washing¬ 
ton. Oregon. California. Nevada. Ari¬ 
zona. Utah and Idaho: and (21 from 
points in Washington. Oregon. Califor¬ 
nia, Nevada. Arizona. Utah and Idaho, 
to Canton. Ga., restricted to the trans¬ 
portation of shipments originating at or 
destined to the facilities of Triton Indus¬ 
tries, Inc., at Canton. Ga., for 180 days. 
Supporting shipper: O'Dell Manufactur¬ 
ing. Inc.. Triton Industries. Inc.. P.O. 
Box 1242 Unlveter Road, Canton, Ga. 
30114. Send protests to: M. E. Taylor. 
District Supervisor. Interstate Commerce 
Commission. Suite 101 Ulwin Bldg.. 110 
N. Market. Wichita. Kans. 67202. 

No. MC 140166 <Sub-No. 5TA). filed 
February 25. 1977. Applicant: JOHN L. 
SMITH, P.O. Box 196. Moreland, Idaho 
83256. Applicant's representative: Jerold 
G. Oldroyd. 485 "E" St.. Idaho Falls. 
Idaho 83401. Authority sought to operate 
as a common carrier . by motor vehicle, 
over irregular routes, transporting: Ani- 
mal feeds and feed ingredients , from 
Pocatello. Idaho, to points in Cascade. 
Carbon. Chouteau. Fergus. Glacier. Ju¬ 
dith. Basin. Leals and Clark. Liberty. 
Missoula. Phillips. Pondera. Powell. Te¬ 
ton and Toole Counties. Mont. for 180 
days. Supporting shipper: Ralston Pu¬ 
rina. P.O. Box 2025, Pocatello. Idaho 
83201. Send protest to: Barney L. Hardin, 
District Supervisor. Interstate Com¬ 
merce Commission. 550 W. Fort St.. P.O. 
Box 07. Boise. Idaho 83724. 

No. MC 142463 (Sub-No. 1TA>. filed 
February 25. 1977. Applicant: SPECIAL¬ 
IZED HAULING, INC.. 1500 Omaha St.. 
P.O. Box 567, Sioux City, Iowa 51102. Ap¬ 
plicant's representative: Stewart A. Huff. 
314 Security Bank Bldg.. 8ioux City. Iowa 
51101. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Hides , 
from the plantsite and storage facilities 
of Great Plains Processing, a Joint ven¬ 
ture, located within the commercial zone 
of Sioux City. Iowa, to points in Saco. 
South Paris and Hartland, Maine; Wil¬ 
liamsport. Md.: Danvers. Peabody, Sa¬ 
lem, Woburn and Lynn. Mass.; Man¬ 
chester. Nashua and Penacook, NJH.; 
Newark. N.J.: Oloversvillc and Gowanda, 
N.Y.: Coudersport. Curwensville. West- 
field, Reading and Westovcr. Pa.: Luray 
and Richmond. Va.: and Frank, W. Va., 
and to points in the Commercial Zones 
of the cities named above, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting Shipper: Marvin 
Phillips. Traffic Manager. Great Plains 
Processing. 1100 Cunningham Drive. 
Sioux City, Iowa 51107. Send protests to: 
Carroll Russell. District Supervisor, In¬ 
terstate Commerce Commission. Suite 
620. 110 N. 14th St.. Omaha. Nebr. 68102. 


No. MC 142463 (Sub-No. 2TA). filed 
February 25. 1977. Applicant: SPECIAL¬ 
IZED HAULING, INC.. 1500 Omaha St.. 
P.O. Box 567. Sioux City. Iowa 51102. Ap¬ 
plicant's representative: Jack H. Blan- 
shan. 205 W. Touhy Ave.. Park Ridge, 
111. 60068. Authority sought to operate 
as a common carrier. by motor vehicle, 
over irregular routes, transporting: 
Hides, from the plantsite and storage 
facilities of Spencer Foods, Inc., located 
at or near Spencer. Iowa, to points in 
Saco. South Paris, and Hartland. Maine; 
Williamsport, Md.: Danvers, Peabody. 
Salem and Woburn, Mass.: Dover. Man¬ 
chester and Nashua, N.H.; Newark. N.J.: 
Gloversville and Gowanda, N.Y.: Cau- 
dersport, Curwensville. Westfield and 
Westover. Pa„ and Luray, Va., and to 
points in the commercial zones of the 
cities named above, for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Kent Eg¬ 
gleston. Corporate Traffic Manager. 
Spencer Foods, Inc., 225 W. 21st St.. 
Spencer, Iowa 51301. Send protests to: 
Carroll Russell, District Supervisor. In¬ 
terstate Commerce Commission. Suite 
620,110 N. 14th St., Omaha, Nebr. 68102. 

No. MC 142956TA, filed February 25. 
1977. Applicant: M * S TRUCKING CO.. 
INC.. 1430 N. Clarence, Wichita, Kans. 
67202. Applicant's representative: Don¬ 
ald J. Quinn. Suite 900. 1012 Baltimore. 
Kansas City, Mo. 64105. Authority 
nought to operate as a contract carrier . 
by motor vehicle, over irregular routes, 
transporting: Hanging fresh beef meat 
carcasses, from the Dubuque Packing Co., 
at Wichita, Kans.. to the Hickman Pack¬ 
ing Co., Inc., at Newark. N.J., under a 
continuing contract with Hickman Pack¬ 
ing Company. Inc., for 180 days. Appli¬ 
cant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Hickman 
Packing Company, Inc., 1 Lackawanna 
Ave.. Newark. N.J. Send protest to: M. E. 
Taylor, District Supervisor. Interstate 
Commerce Commission. Suite 101 Li twin 
Bldg.. 110 N. Market, Wichita. Kans. 
67202. 

No. MC 142957TA. filed February 25, 
1977. Applicant: NETWORK TRANS¬ 
PORTATION SYSTEMS. INC.. 35 
Brown St., Washington. NJ. 07882. Ap¬ 
plicant's representative: Robert B. Pep¬ 
per. 168 Woodbridge Ave., Highland 
Park. N.J. 08904. Authority sought U> op¬ 
erate as a contract carrier, by motor ve¬ 
hicle, over irregular routes, transport¬ 
ing: Audio visual equipment, and ma¬ 
terials and supplies used in connection 
therewith (except in bulk*. between 
points In the United States (except 
Alaska and Hawaii), under a continuing 
contract with Caribiner, Inc., for 180 
days. Supporting shipper: Caribiner. 
Inc., 16 W. 61st St.. New York. N.Y. 
10023. Send protests to: Joel Morrows, 
District Supervisor. Interstate Com¬ 
merce Commission. 9 Clinton St., New¬ 
ark. N.J. 07102. 


No. MC 142958TA, filed February 25. 
1977. Applicant: EMERGENCY MEDI¬ 
CAL DELIVERIES, INCORPORATED 
3135 Copeland Blvd., Toledo. Ohio 43614 
Applicant's representative: Michael M 
Briley. 300 Madison Ave.. Toledo, Ohio 
43603. Authority sought to operate as a 
common carrier , by motor vehicle, over 
iregular routes, transporting: Medicinal 
intravenous solutions and dialysis pa¬ 
tient treatment kits and materials and 
supplies used in connection therewith 
including mineral water and liquid for¬ 
maldehyde. between Toledo. Ohio, cm 
the one hand, and. points located In the 
lower peninsula of Michigan and Indi¬ 
ana on the other, restricted again t 
transportt&ion in bulk, in tank vehicle: 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 duys of 
operating authority. Supporting ship¬ 
per: Systoma East, 3623 Marine Roan 
Toledo. Ohio 43609. Send protests to: 
Keith D. Warner. District Supervisor 
Bureau of Operations. Interstate Com¬ 
merce Commission. 313 Federal Office 
Bldg., 234 Summit St., Toledo, Ohio 
43604. 

By the Commission. 

Roheut L. Oswald. 

Secretary 

|FR Doc.77 7015 Filed 3-14-T7;8:45 am) 


|No 36063 (Sub-No. t) ) 

DEPARTMENT Of AGRICULTURE. STATE 
OF MONTANA 

Petition for a Declaratory Order—Appli 
cable Level of Rates on Montana Intra¬ 
state Traffic 

March 10. 1977 

Upon consideration of the record In 
No. 36053. Montana Intrastate Rail 
Freight Rates and Charges, 1974, the 
petition of the Department of Agricul¬ 
ture —State of Montana, for a declara¬ 
tory order filed November 29, 1976, and 
the reply in opposition thereto by the 
Montana Railroads filed December 8 

It appearing, that *by order of the 
Commission served November 21. 1974. 
an investigation proceeding was Insti¬ 
tuted pursuant to section 13(3) and 13 
(4) of the Interstate Commerce Act, that 
an initial decision was served Decern 
ber 19, 1975, and a report and order oi 
the Commission, Division 2. was served 
on July 26. 1976, finding Montana intra¬ 
state freight rates and charges the cause 
of unjust discrimination against, and an 
undue burden on, interstate commerce 
and prescribing a basis for removal; 

It further appearing, that a fur¬ 
ther petition for reconsideration was 
filed on August 13. 1976, by the Consu¬ 
mer Counsel for the State of Montana. 
(2) a petition to stay the effective date 
of the Commission’s order served July 26. 
1976, was filed on August 16. 1976 by the 
Department of Agriculture—State of 
Montana, and (3) the Montana Rail¬ 
roads published tariff supplement* mak¬ 
ing the increased rates and charges on 
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Montana Intrastate traffic effective on 
August 19, 1976, pursuant to the Com¬ 
mission’s order served July 26. 1976; 

It further appearing, that by notice 
to the parties, served August 30, 1976. 
the Commission stated that its order 
served July 28. 1976. had not yet become 
effective, and that pursuant to section 
17«8> of the Act it was stayed pending 
disposition of an appropriate petition for 
reconsideration filed August 13, 1976; 

It further appearing, that by order 
.served October 27, 1976, the Commission 
denied reconsideration and permitted 
the disputed increases to become effec¬ 
tive forthwith but not later than No¬ 
vember 11, 1976; 

And It further appearing that under 
section 17<7> and 17(8) of the act and 
Rule 101 of the Commission's Oeneral 
Rules of Practice, 49 CFR f 1100.101. any 
decision, order, or requirement made 
after reconsideration, reversing, chang¬ 
ing. or modifying the original determi¬ 
nation, Is Itself subject to reconsidera¬ 
tion and the decision, order, or require¬ 
ment Is stayed pending disposition, but 
that the enactment of the Railroad Re- 







vitalization and Regulatory Reform Act 
of 1976. Pub. L. 94-210. on February 5. 
1976, altered the above sections of the 
act and Commission procedures appli¬ 
cable thereto, and that such alteration 
may affect rail proceedings Instituted 
both before and after its date of enact¬ 
ment; 

Wherefore, and for good cause: 

It is ordered , That pursuant to section 
554of the Administrative Procedure 
Act, 5 U.S.C. I 554(e). and in the exer¬ 
cise of the Commission's sound discre¬ 
tion thereunder, this petition for a de¬ 
claratory border be. and it Is hereby, 
granted. 

It is further ordered . That this pro¬ 
ceeding be. and it is hereby, instituted to 
clarify the matters herein including the 
effect of the new legislation on the proper 
effective date of the increased rates and 
charges in Montana intrastate traffic 
and whether refunds are due; 

It is further ordered . That petitioner 
and the Montana Railroads be, and they 
are hereby, required to participate in this 
proceeding and that all other parties de¬ 
siring to participate shall make such fact 




known by notifyhig the Office of Proceed¬ 
ings. Room 5342, Interstate Commerce 
Commission. Washington. D.C. 20423, on 
or before April 4. 1977. and that as soon 
as practicable, after the date of indicat¬ 
ing a desire to participate, the Commis¬ 
sion w r lli serve a list of the names and ad¬ 
dresses of all persons whom service of an 
opening and reply statement shall be 
made; 

And it is further ordered . That a copy 
of this order be served upon petitioner 
and all parties to No. 36053. that a copy 
be deposited in the Office of the Secre¬ 
tary'. Interstate Commerce Commission. 
Washington, D.C., and that a copy of this 
order be given to the public by delivery 
of a copy thereof to the Director. Office 
of the Federal Register for publication 
therein. 

Dated at Washington. D.C., this 4th 
day of March. 1977. 

By the Commission. 

Robert L. Oswald, 
k Secretary. 

1FR Doc 77-7616 Filed 3- 16-77; 8 45 oxn) 
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RULES AND REGULATIONS 


Title 29—Labor 

CHAPTER XXV—PENSION AND WELFARE 
BENEFIT PROGRAMS 

PART 2520—RULES AND REGULATIONS 
FOR REPORTING AND DISCLOSURE 

Summary Plan Description Requirements; 
Interim Regulations 

AGENCY; Department of Labor. 

ACTION: Pinal role*, plus Interim rule* 
that are effective only through the latter 
of July 15, 1977 or 120 days after a plan 
becomes subject to Title I of the Act 1974. 
The Interim rules are also proposals; 
comments on the final form they should 
take are invited. 

SUMMARY: These regulations give 
rules on what must be in the summary 
plan description (SPD), the basic In¬ 
formation package that employee bene¬ 
fit plans must give to participants and 
beneficiaries. The regulations also say 
when SPDs must be given out and filed 
with the Secretary of Labor, and set 
many other standards—for example, 
that SPDb must be simple and clear. 

EFFECTIVE DATE: March 15, 1977. 

ADDRESSES: Interested persons are In¬ 
vited to submit written data, views or 
arguments by April 15, 1977 concerning 
the following Interim and proposed sec¬ 
tions: | 2520.102-3(m), 2520.102-3<t). 

2520.104-26. 2520.104-27, 2520.104b-2<d) 
(2). 2520.104b-2<e) (2) and 2520.104b-2 
If). Such data, views and arguments 
should be submitted to the Office of Reg¬ 
ulatory Standards and Exceptions. Pen¬ 
sion and Welfare Benefit Programs, 
Room C—4526, U.S. Department of Labor. 
Washington. D.C. 20216. Attention: SPD 
Regs. All comments should be clearly ref¬ 
erenced to the section to which they are 
directed. 

FOR FURTHER INFORMATION CON¬ 
TACT: Robert Doyle, Pension and Wel¬ 
fare Benefit Programs. U-8. Department 
of Labor. Washington. D.C. Area Code 
202-523-6635. 

SUPPLEMENTARY INFORMATION: 

The supplementary information on 
these rules is divided into two parts. Part 
I, “Description of the Rules". Is a gen¬ 
eral, nontechnical description of wh&t 
the rules require. It is written for the 
reader who is not a professional or an 
expert in the field of employee benefit 
plans. Part n, ‘ Technical Explanation 
of the Regulation'', contains discussions 
of the background and major issues in¬ 
volved, of significant differences between 
the proposed sections published In the 
Federal Register on June 9. 2975 and 
the final sections published here, and of 
substantive public comments on the pro¬ 
posals. as well as findings required by the 
Act and detailed explanations of certain 
technical requirements. 

Part I is designed to help readers to 
find the sections of the regulation or of 
the Part n technical explanations that 
they need for more detailed information. 
Part I starts with a general description 
of what the regulations are about. Next 
there is a list of the major subjects cov¬ 
ered by five regulations, and the sections 


of the regulation and technical explana¬ 
tion that apply to each. 

Part I— Description or nr* Rrc.rumoise 

GENERAL 

Under the Employee Retirement In¬ 
come Security Act of 1974 (ERI8A). the 
SPD is the basic document which inform* 
a participant or beneficiary of the terms 
of his or her plan. It gives the participant 
or beneficiary an understanding of how 
the plan works, what benefits it provides 
and how to get them. It also provides 
basic information for making decisions 
on things like changing Jobs or retiring. 
In order to carry out this purpose, the 
Act says in some detail what kinds of 
information must be in the SPD. what 
kind of language to use (clear and sim¬ 
ple) , and th e gro up of people who must 
be given an SPD. The Act also contains 
requirements which insure that this in¬ 
formation is kept current If the plan is 
changed in an important way during a 
year, the participants and beneficiaries 
must receive a summary of that change. 
The Act requires that every five or ten 
years the participants and beneficiaries 
must be given a whole new SPD that in¬ 
cludes all the changes that have been 
made during that period. 

Almost all pension and welfare plans 
maintained by private employers must 
have an SPD. Welfare plans include med¬ 
ical and hospitalization plans, disability 
plan s, lif e insurance plans and others. 
The SPD must be filed with the Depart¬ 
ment of Labor and a copy must be given 
to each person who is a participant in 
the plan or who is receiving benefits from 
a pension plan. The dates by which this 
must be done are described below. 

There are much different rules for dif¬ 
ferent groups of plans. The different 
rules are discussed below under the head¬ 
ing “Classes of Plans"; the groups are 
as follows: 

Plans which furnished an ERISA No¬ 
tice to participants, and new plans es¬ 
tablished after December 2,1976 

Plans which filed a Form EBS-l Plan 
Description with the Department and 
furnished copies of it to participants be¬ 
fore June 16, 1975. 

Plans which filed an 8PD with the De¬ 
partment and furnished copies of It td 
participants on or before May 30. 1976, 
and relied on the proposed regulations 
concerning 8PDs. 

All other plans which filed a copy of 
the SPD with the Department and furn¬ 
ished copies of it to participants before 
March 15. 1977 

There arc also some optional rules 
which may be used for certain special 
situations. These are discussed below 
under the heading "Special Cases" 

STYLE AND FORMAT 

In view of the fact that the 8PD is a 
document which is intended for use by 
participants in a plan, the regulations 
require that it be written In such a way 
that it can be understood by the average 
participant in the plan. In most cases this 
will mean that technical and legal jargon 
shoud be eliminated, examples and illus¬ 
trations should be provided, and addi¬ 


tional aids such as a table of contemn 
should be used. Furthermore, the SPD 
must not be slanted In a way that em¬ 
phasizes the benefits that a plan pro¬ 
vides and plays down the plan term*, 
which may cause a participant to lose 
benefits or fail to qualify for them. For 
example, provisions which might cause 
an employee to lose benefits may not be 
in fine print. In short, the description of 
the plan must be fair and even-handed 

There is a special provision in the reg¬ 
ulation dealing writh plans where sub¬ 
stantial numbers of participants are not 
literute in English, but arc literate in a 
foreign language. The regulation pro¬ 
vides that if the group that is literate 
in the foreign language is a large enough 
portion of plan participants, there must 
be a notice in the SPD. in that language 
which offers help to them. The help dot? 
not have to be given in writing, but it 
must be in the foreign language. 

CONTENT 

The regulation contatns a list of Item.* 
that must be included in the SPD. All 
plans must include information which 
identifies the plan and the kinds of bene¬ 
fits It provides. The names and address 
of the persons responsible for operating 
the plan must be Included, as well as the 
name of the person who is authorized to 
receive service of process if the plan b 
sued. If the plan is maintained under a 
labor agreement, this must be stated and 
the agreement must be made available to 
participants. 

The SPD must describe plan benefit? 
and the conditions a participant mu?t 
meet to get them. There must also be a 
description of any terms of the plan 
which could result in a participant los¬ 
ing benefits. 

The SPD for a pension plan must state 
whether the benefits of the plan are 
covered by plan termination insurance 
under Title IV of ERISA. If they are 
not, the SPD must explain why. If the 
benefits are insured, the SPD must give 
a summary of the insurance coverage, 
and state that further information can 
be obtained from the plan administrator 
or from the Pension Benefit Guaranty 
Corporation. The address of the Corpo¬ 
ration must be included. To make com¬ 
pliance easier, the regulations include » 
standard statement which may be used 
to satisfy these requirements. 

All SPDs must contain a description ui 
the plan's claims procedure. These are 
the steps that a participant must taki 
to flic a claim for benefits, the steps that 
a plan must take to handle the claim 
and the rules concerning how a partici¬ 
pant may moke an appeal If bis claim 
is denied. The Department will be Issuing 
regulations on this subject in a very 
short time. 

The items listed above describe the 
terms of the plan or concern the opera¬ 
tion of the plan. This Information should 
be as recent as possible. The regulation? 
require that the information in the sum¬ 
mary plan description may not be more 
than four months old. 

One last item must be included in the 
SPD: a statement of the lights of * 
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participant or beneficiary under ERISA. 
The statement must describe the right 
to get more information about the plan, 
the right to be free of any retaliation 
for exercising legal rights, and the right 
to bring lawsuits. Lawsuits may be 
brought to remedy violations of the dis¬ 
closure. fiduciary or antidiscrimination 
provisions of ERISA, and to obtain bene¬ 
fits that have been denied improperly. 
The statement of rights must also notify 
a participant that he or she may contact 
the local office of the Department of 
Labor for help. 

disclosure to participants 

The final regulations published here 
contain the general rules for when the 
SPD must be distributed to participants 
and beneficiaries. Regulations published 
earlier deferred the date for distribution, 
described the people to whom a copy 
must be furnished, and prescribed the 
methods which could be used to make 
the distribution. 

Most employee benefit plans took ad¬ 
vantage of tne opportunity to distribute 
an ERISA Notice on May 30. 1976 and 
are therefore eligible for a deferred dis¬ 
tribution date. The date for distribution 
that will be applicable to most welfare 
plans is July 15. 1977. For most pension 
plans, the date will depend on when the 
plan is notified as to whether it is tax 
qualified for 1976: the SPD must be dis¬ 
tributed 90 days after that notification 
is received. For a pension plan which 
does not file a request for tAX qualifica¬ 
tion. the SPD must be distributed on or 
before the last day on which it could 
have filed for tax qualification. However, 
a pension plan is not required to dis¬ 
tribute an SPD until July 15. 1977 even 
if the rules described above would result 
in an earlier date. 

There are some employee benefit plans 
which have already filed a copy of the 
SPD with the Department of Labor and 
distributed copies of it to participants 
rikI beneficiaries. The rules for those 
plans are discussed under the heading 
Classes of Plans, below. 

These regulations establish two more 
general rules. First, some employees may 
become participants, or some benefici¬ 
aries may start receiving benefits, after 
the general distribution of the SPD. The 
regulations require that an SPD be given 
to these people within 90 days after they 
become participants or start receiving 
benefits Second, new plans may be es¬ 
tablished. These plans must distribute an 
SPD within 120 days of the time they be¬ 
come subject to ERISA. Most plans will 
be subject to ERISA at the time that 
they are established. 

These regulations also require notice to 
participants and beneficiaries when sig¬ 
nificant changes are made to the plan, 
and require periodic distribution of up¬ 
dated SPDs. The notice to participants, 
called a '‘summary of material modifies - 
hons", must describe the change in a way 
which meets the style and format re¬ 
quirements discussed above, and must be 
distributed to participants and benefici¬ 
aries within seven months after the end 
°i the year in which the change is made. 
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ERISA requires that the summary plan 
description must be updated every five or 
ten years. The Department will issue reg¬ 
ulations on this in the future. 

The earlier regulations which describe 
the class of people to whom SPDs and 
summaries of material modifications 
must be given are somewhat technical. 
As a rule of thumb, they require distri¬ 
bution to anyone who may be considered 
"covered” by a plan and to anyone re¬ 
ceiving benefits from a pension plan. Of 
course, a plan does not have to wait un¬ 
til a person starts receiving benefits or 
becomes covered to give that person a 
copy of the SPD. For example, it may be 
given when a person applies for retire¬ 
ment benefits, or when a new employee 
begins employment. If there have been 
any summaries of material modifications 
distributed since the last SPD. a copy of 
these must be furnished along with the 
SPD. 

Earlier regulations also provide for 
various ways In which the SPD and a 
summary of material modifications may 
be distributed. The general rule Is that 
the plan administrator must use a 
method or a combination of methods 
which are reasonably designed to get the 
information into the hands of the people 
whp are supposed to have it. These 
methods may include handing a copy to 
the person directly, making it an insert 
In a newsletter, or mailing it 

TILING WITH TUX DEPARTMENT 

The filing requirements for the SPD 
may be simply stated: It must be filed 
with the Department no later than the 
time by which it must be distributed to 
participants and beneficiaries. The rules 
about deadlines under the "Disclosure to 
Participants" heading apply to filing 
with the Department as well. Mailing 
and hand-delivery addresses for the De¬ 
partment arc Included in the regulations. 

CLASSES Or PLANS 

A number of plans have already filed 
SPDs with the Department and distrib¬ 
uted them to participants and benefici¬ 
aries These plans may be grouped Into 
three classes, based on when they filed 
and disclosed and under what rules. The 
regulations provide a different treatment 
for each class. 

The first class of plans which has al¬ 
ready filed and distributed an SPD in¬ 
cludes those which filed an old Form 
EBS-1 Plan Description with the Depart¬ 
ment before June 16, 1975 and furnished 
a copy of the form to participants and 
beneficiaries. The Department said In 
earlier regulations that tills method of 
compliance gras permissible. The next 
SPD will, of course, have to meet the re¬ 
quirements of these final regulations (or 
any amendments that have been made to 
them by the deadline). These plans will 
also be required to furnish a summary 
of material modifications within seven 
months of the close of this plan year 
which Includes any Information which is 
required by these regulations but which 
was not in the old Form EBS-1. 

The second class of plans which filed 
and disclosed an SPD before these regu¬ 
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lations Includes those which did not fur¬ 
nish an ERISA Notice, but instead filed 
and distributed an SPD by May 30. 1976 
which was based on the proposed regu¬ 
lations. The next SPD for these plans 
must also meet the requirements of these 
final regulations Just like the plan which 
used the old EBS-1. It Is likely that these 
plans will have to furnish a summary of 
material modifications within seven 
montlis of the close of this plan year. 

The third class of plans which filed 
and disclosed prior to these regulations 
includes those which did so. not in reli¬ 
ance on any of the earlier regulations as 
In the previous two categories, but on the 
basis of their interpretation of Uie Act. 
Many of these plans did so for valid busi¬ 
ness or employee relations reasons. In 
view of this fact, such plans should not 
be required to prepare a whole new SPD. 
On the other hand, the format of these 
SPDs may not comply with these final 
regulations, and they may have omitted 
some required Items or information. 
These plans may meet their SPD obliga¬ 
tion by preparing a supplement which 
corrects any errors or omissions such 
that the earlier SPD and the supple¬ 
ment. taken together, meet the require¬ 
ments of these final regulations. The 
supplement must be filed with the De¬ 
partment and distributed to participants 
and beneficiaries by July 15. 1977. 

These regulations also include a def¬ 
inition of a "terminated plan" which 
no longer lias to file or distribute an 
SPD. A pension plan is considered termi¬ 
nated If all participants and beneficiaries 
have received what they are entitled to. 
A welfare plan Is considered terminated 
If the plan cannot be required to pay 
any benefits for events which happen 
after the termination. For example, a 
medical Insurance plan is terminated if 
the plan is no longer required to pay 
claims for Illnesses contracted or injuries 
suffered. 

SPECIAL CASES 

Special circumstances may occur 
which require some special rules to avoid 
putting plans to unnecessary expense, 
or to carry out the purposes of the Act 
more effectively. Three such cases are 
dealt with in these regulations. 

The first case Involves the SPD for a 
plan after it has merged with another 
plan. In many cases, some participants 
may have the right to continue to have 
their benefits calculated on the basis of 
the provisions of the plan before it was 
merged, for example where this would 
result In a higher level of benefits for a 
time. In such cases. It would be confus¬ 
ing for the participants generally to re¬ 
ceive an SPD which described both the 
old plan and the new plan; it would 
look like two SPDs under one cover. To 
avoid this, the regulations provide an 
optional way to comply under which the 
plan can give participants who continue 
to be eligible under the old plan a copy 
ol the SPD of the new plan and a de¬ 
scription of how the merger affects these 
participants. Also, updated SPDs of the 
new* plan must identify this class of 
participants and inform them of their 
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right to inspect and gel copies of old 
plan documents. 

The second special case concerns plans 
maintained by labor organizations for 
their members which pay their benefits 
out of the general assets of the organi¬ 
zation. These organizations arc already 
required by another federal law to file 
plan Information with the Department. 
The regulation therefore excuses them 
from filing the same information with 
the Department as an SPD filing. An 
SPD must be distributed to participants 
and beneficiaries. However, the terms of 
many of these plans are contained in the 
constitution or by-laws of the labor orga¬ 
nization. The regulation provides that 
the constitution or by-laws may be used 
as the SPD if a supplement is also fur¬ 
nished which contains any information 
required by these regulations which is 
not in the constitution or by-laws. Only 
the supplement needs to be filed with 
the Department. 

The third special case includes retirees 
under a pension plan, beneficiaries re¬ 
ceiving benefits from a pension plan, and 
employees who separated from employ¬ 
ment with a vested right to pension bene¬ 
fits at a later time. All three groups have 
their rights under the plan fixed; rela¬ 
tively few changes which the plan makes 
will afreet their situations. It would be 
expensive and wasteful to provide these 
people routinely with updated SPDs and 
summaries of material modifications 
which do not concern them to any way. 
and which might to fact mislead them 
about their rights under the plan. The 
regulation therefore provides that a plan 
need only furnish these people a copy of 
the SPD which was current at the time 
their rights were fixed and with those 
summaries of material modifications that 
have information they need to know. The 
regulation does not deprive these people 
of a chance to see plan documents if 
they want to. however. In addition, when 
an updated SPD is distributed, these 
people must be notified and must be In¬ 
formed that they will be sent a copy if 
they request. The plan must also send 
these people who request it a copy of any 
summary* of material modifications that 
was not furnished to them. 

IXDiX 

Amendment*: 2520 1 041>-3. 2A20 104 b~ 4 . 
Beneilu and Eligibility: 2620.102-40). Ik). 

ID. <m). tm. to). 

Claim* Procedure: 2520.102-3*») 

Collective Bargaining Agreement*: 2520 102- 

3|b><3). 

Contributions: 262C.l02-3ini, (o). *p). *q»* 
Date of Description: 2530.102-3. 

Different Summary Plan Descriptions: 

2620.102-4. 

Disclosure to Participants: 3620.104-20. 

2520.104- 27. 2520 104 U-2. 

Dues Funded Plans: 2520.104-20. 2520-104- 

27. 

Filing with the Department: 2520 104-20. 

2620.104- 27, 2520.104a 3. 

Foreign Language*: 2320.102-2(e). 

Funding: 2520 102-3 < n), <o), (p), (q). 
Interim Regulations — Effective Dates: Tech¬ 
nical explanation of I 2620.102-3* m) and 

I 2520 102-3(1). 

Merged Plans: 2520 104-4. 

Mifittple Employer Plan*: 2520.l02-3tb>. 
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New ParUclpauta: 2520.104b-2. 2520 104b-3 
Pension Benefit Guaranty Corporation: 
2520.104b~2<*) II). 

raioa rmiwo sxo oiscrosuax 

a. ERISA Notice: 2520 104-26, 2520.104-27. 
2620104* 3, 2520 104b-2(c). 

b. EBS 1: 25i0.104a-3, 2520.10«b-(d). 

c. Reliance on proposed Regulations: 2520 - 
104a-3. 2520 104b-2(0). 

d. General Statutory Reliance* 2520.104a-3, 
2520 104b-2!f). 

Retired Participants: 2S20.104b-4. 
departed Participants: 2520.1040 4. 

Sponsor: 2520.102-3(b). 

Statement of Right?: 2520.102-311). 

Style and Format: 2520.102-2. 

Successor Plan*: 2520.104 4 
Summary of Material Modification* 2520.- 
104b 3. 2520 104b-4<b). 

Toft-Hartley Plans: 2520.102**3(bi 
Terminated Plana: 2520 1O4a~3(c), 2520.- 
I04b-2(g). 

Paxt II—Tcchwical Exrt.sKsnox or tux 
* Rrouunox 

On December 4. 1974. notice was pub¬ 
lished in the FraroAL Recisnca (39 FR 42234) 
of proposed regulation* concerning report¬ 
ing and disclosure under the Act. On May 5. 
1975. a regulation was published (40 FR 
19469; see also 40 FR 20628. May 12. 1975) 
deferring unUI August 31. 1975 the require¬ 
ment that plan administrators file with the 
Secretary of Labor, and furnish to plan par¬ 
ticipant* and beneficiaries, copies of a sum¬ 
mary plan description 
On May 6. 1075. a notice was published 1 40 
FR 19715) announcing that certain final reg¬ 
ulation* concerning summary plan descrip¬ 
tions would appear In the Ftowial Rkoistx* 

On May 12. 1975, a final rule <40 FR 
20629) and proposed rule (40 FR 20653> 
redesignating both final and proposed 
subchapters, parts and sections were 
published in the Federal Register. 
Under this redesignatlon system, the 
section numbers of proposed and 
adopted regulations promulgated under 
Chapter XXV are "based on the section 
numbers of the Act to which each regu¬ 
lation relates. The December 4, 1974. 
proposed regulations have been redesig¬ 
nated to accordance with this system. 

On June 9, 1975, notice was published 
to the Federal Register (40 FR 24642* 
of proposed regulations concerning re¬ 
porting and disclosure under the Act. 
These proposed regulations covered, 
among otlicr Items, the content, style 
and format of the summary plan de¬ 
scription. general reporting and disclo¬ 
sure requirements and further deferral 
of certain initial reporting and disclo¬ 
sure requirements, including the plan 
description and summary plan descrip¬ 
tion. 

On August 15, 1975 final rules *40 FR 
34526* were issued by the Department 
deferring until May 30, 1976 the report¬ 
ing and disclosure of summary plan de¬ 
scriptions for pension and welfare plans 
On March 18, 1976 tlic Department 
issued a news release indicating that 
employee benefit plans would be given 
an altciti&Uve to the requirement that 
summary plan descriptions be furnished 
on or before May 30. 1976. Instead, both 
pension and welfare plans could provide 
an ERISA NoUcc to plan participants 
and beneficiaries. On April 23. 1976 final 
rules <41 FR 16957> were Issued imple¬ 


menting the alternative referred to in 
the March 18. 1976 news release and 
making final proposed regulations 
§ 5 2520.101-1, 2520.102-1. 2520 104-1 

2520.104a-1. 2520.104a-2. 2520.104a 4. 

2520.104b-1, and 2520.104b-30. 

On January 25. 1977 the Department 
issued a press release (USDL 77— *80 • 
which indicated that summary plan de¬ 
scription filing and disclosure dates 
would be extended from March 31. 1977 
to May 31, 1977. 

The regulations published here are the 
final version of the remaining proposed 
sections published in the Federal Regis¬ 
ter on June 9. 1975. These sections are 
ll 2520.102-2. 2520.102-3. 2520.102 4. 

2520.104- 4 . 2524.104H-3. 2520.104b-2. 

2520.104b-3. and 2520.104b-4. 8ection 

2520.102- 3* mi includes a standard 
statement which may be used to satisfy 
the requirement of describing the pro¬ 
visions of Title IV of the Act. Section 

2520.102- 3 (t) includes a statement of the 
general rights of plan participant and 
beneficiaries under ERISA. 8cction* 

2520.104- 26 and 2520.104-27, based on 
proposed l 2520.102-3(8) and comments 
submitted to the Department, provide a 
limited exemption and an alternative 
method of compliance for unfunded due3 
financed pension and welfare plans 
maintained by employee organization*. 

Sections 2520.102-3(m». 2520,102-3H>. 

2520.104- 26. 2520.104-27. 2520.104b- 2 > 
id><2>. 2520.104b-2<e)(2>. and 2520.- 
104b-2<f) are interim regulations pro¬ 
posed for final adoption. Interested per¬ 
sons are invited to submit written data 
views or arguments concerning those sec¬ 
tions by April 15. 1977. Such data, views 
and arguments should be submitted to 
the Office of Regulatory’ Standards and 
Exceptions. Pension and Welfare Benefit 
Programs. Room C-4526. U.8. Depart¬ 
ment of Labor. Washington, D.C. 20216. 
Attn: SPP Regs. All comments should be 
clearly referenced to the section to which 
they are directed. 

The sections listed in the paragraph 
immediately above have not previously 
been proposed and are promulgated js 
interim and proposed rules under the 
authority of 5 U.S.C. $ 553<a> <3) <B* of 
the Administrative Procedure Act, which 
permits an agency for good cause to 
Issue an interim rule without notice and 
opportunity for comment if "notice and 
public procedure thereon are impractical, 
unnecessary, or contrary to the public 
interest**. Pursuant to the requirement? 
of 5 U.S.C. 553*a> (3) (B>, a brief state¬ 
ment of reasons supporting a finding of 
good cause by an 8gency must accom¬ 
pany the issuance of an interim rule 
without public notice and comment 
under this section. The following finding 
ore made pursuant to 5 U.S.C. 553 <a> <3* 
<B>: 

Issuance of proposals with regard* to 
those sections would delay and impede 
those plans which either have already 
printed and distributed, or have printed 
and are about to distribute, gummarv 
plan descriptions. The delay inherent in 
the proposal, comment and revision 
process would in some cases deny time.y 
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information to participants and bene¬ 
ficiaries. Such delay would be contrary 
to the public interest in prompt and com¬ 
plete disclosure. 

Consequently, these regulations are Is¬ 
sued in interim and proposed form to 
permit compliance and reliance thereon 
at the earliest possible date while also 
providing for necessary comments before 
issuance of final regulations. 

Section 2520.102-2. Pinal regulation 
12520.102-2. which describes the style 
and format of the summary plan descrip¬ 
tion. modifies the proposed regulation in 
three areas: general format, termination 
Insurance references, and foreign lan¬ 
guage requirements. 

In paragraph <b>. general format, the 
example contained in the proposal has 
been replaced with general language re¬ 
quiring that restrictive provisions in the 
plan not be minimized in the summary 
plan description. Language has also been 
added requiring in general that plan 
advantages and disadvantages are to be 
presented without exaggerating the 
former or minimizing the latter. Last, 
there is a new statement to the effect 
that restrictive plan provisions need not 
be disclosed In close conjunction with 
benefit provisions: they may be placed 
in dliferent pages of the summary plan 
description, provided that adjacent to 
the benefit description there is a refer¬ 
ence to the page on which the restric¬ 
tions arc described. 

Pursuant to public comments, pro¬ 
posed paragraph (c) regarding refer¬ 
ences to termination insurance has been 
deleted. The substantive references to 
termination insurance have been placed 
In 5 2520.102-3. where they are properly 
addressed as a "content" item, as op¬ 
posed to a style and format item. In addi¬ 
tion. the requirement of the proposed 
rule that termination insurance infor¬ 
mation must be placed on the first page 
of the summary plan description has 
been eliminated. Comments indicated 
that the first page would become too 
cluttered with print if the termination 
Insurance statement had to be on that 
page. 

Finally, the foreign language require¬ 
ments in proposed paragraph <d> have 
been modified to conform with those for 
the summary annual report (92520.104b- 
10 > An example has been added to 
clarify how the test operates. 

Section 2520.102-3. Pinal regulation 
* 2520.102-3 sets forth the Information 
that must be included in the summary 
Plan description furnished to plan par¬ 
ticipants and beneficiaries. The content 
Provisions of proposed 9 2520.102-3 have 
been modified pursuant to comments. 

A new* statement lias been Inserted at 
the beginning of the section to clarify 
which plan provisions must be reflected 
in the summary plan description The 
summary plan description must reflect 
the plan provisions as of a date not 
earlier than 120 days prior to the date 
the .summary is disclosed. It would be 
unreasonable to require that the sum¬ 
mary reflect the plan as of the date It is 
disclosed; it would be difficult If not im¬ 


possible to include a description of provi¬ 
sions which were amended shortly before 
the disclosure date. How’evcr, a summary 
may reflect plan amendments made 
within the 120 day period before it is 
disclosed. See 12520.1(Mb-3(b). A second 
new statement has been inserted at the 
beginning of the section to make it deaf* 
that the content provisions apply to both 
pension and welfare plans unless other¬ 
wise specified. 

Paragraph <b>, regarding the name 
and address of the plan sponsor, has been 
rephrased for clarity. A new requirement 
has been added for multiple employer 
plans, whether collectively bargained or 
not. To enable participants in these plans 
to know whether their employer par¬ 
ticipates in the plan, the summary plan 
description must provide not only the 
name and address of the association or 
committee maintaining the plan, but 
also a statement Informing them of their 
right to obtain a list of all the partici¬ 
pating employers and employee organi¬ 
zations Of any) in the plan. 

Paragraph <g). Information regarding 
the agent for service of legal process, 
contains a new requirement for a state¬ 
ment that service of legal process may 
be made upon a plan trustee or the plan 
administrator. Section 502(d)(1) of the 
Act provides that the plan is properly 
served if a plan trustee or administrator 
is served. 

The requirement of proposed para¬ 
graph <h> that the summary plan de¬ 
scription contain the name, title, and 
"business address” of each plan trustee 
has been altered slightly and clarified by 
requiring instead the name, title, and 
"address of the principal place of busi¬ 
ness" of each trustee. 

Proposed paragraph (1) required the 
listing of any collective bargaining agree¬ 
ments relating to the plan, with a speci¬ 
fication of the sections relevant to the 
plan. If the number of agreements ex¬ 
ceeded ten. the proposed rule did not 
require such listing and relevant sec¬ 
tion information if the subject matter of 
the relevant provisions was summarized 
and if the parties to the agreements were 
listed. Many comments w’ere received 
from collectively bargained plans object¬ 
ing to the burdensome consequences of 
this rule to both small and large plans. 
Accordingly, the requirements of para¬ 
graph (i) have been changed to lessen 
that burden by merely requiring a state¬ 
ment to the effect that the plan is main¬ 
tained pursuant to one or several agree¬ 
ments and tliat copies of the agreements 
are available for examination as pro¬ 
vided by $9 2520.104b-1 and 2520.104b- 
30. A new provision has been added to 
paragraph (l) which defines "mainte¬ 
nance of a plan pursuant to a collective 
bargaining agreement" for purposes of 
disclosure In the summary plan descrip¬ 
tion. Generally, a plan is so maintained 
if a provision of any post or present col¬ 
lective bargaining agreement is deter¬ 
minative of or controlling upon any du¬ 
ties, rights or benefits under the plan. 

Paragraph im>. relating to termina¬ 
tion insurance, was Included in para¬ 
graph < 1) of the proposal and is now* a 


separate parugraph. The substance of 
the paragraph remains as proposed ex¬ 
cept for the addition of an optional 
standard statement generally describing 
the insurance provisions of Title IV of 
the Act which plans may use to satisfy 
the requirements of this paragraph. A 
standard statement was suggested by the 
Pension Benefit Guaranty Corporation 
and in comments on the proposed regula¬ 
tion. Descriptions of plans not eligible for 
insurance must so state. Because of the 
addition of the standard statement sec¬ 
tion 2520.102-3<m) is an interim regula¬ 
tion. proposed for final adoption but also 
effective immediately. A final regulation 
is expected to be published on May 3. 
1977. A plan which is In existence prior 
to the date on which the final version of 
paragraph ‘mi is published may use the 
Interim version of paragraph <m> in its 
initial summary plan description if it is 
filed and disclosed before the later of 
July 15. 1977 or 120 days after the plan 
becomes subject to Title I of the Act. 

Such a summary plan description will 
be deemed to have complied with the 
requirement to fiiclude Title IV informa¬ 
tion even If the final version of para¬ 
graph (m> is different and is in effect 
before the date when the summary plan 
description is filed and disclosed. Of 
course, if interim paragraph <m> is mod¬ 
ified in the final version pursuant to com¬ 
ments. a summary of a change in infor¬ 
mation required to be included In the 
summary plan description (see f 2520 - 
104b-3> may be required from a plan 
that uses the interim version In a sum¬ 
mary plan description filed and disclosed 
lifter the final regulation is in effect. 

For example, a plan in existence be¬ 
fore the date of publication of this in¬ 
terim regulation may file and distribute 
nn initial summary plan description on 
July 15, 1977 which complies with the 
requirements of interim and proposed 
5 2520.102-3(m) A plan that comes into 
existence on March 20. 1977 may also 
follow the interim and proposed regula¬ 
tion for an initial summary plan de¬ 
scription filed and disclosed not later 
than Jub f 18. 1977. However, assuming 
that the final version of paragraph <m) 

Is published on May 3. 1977. a plan that 
comes into existence on June 15. 1977 
must follow the final regulation for its 
initial summary plan description due on 
October 13. 1977. 

Paragraph «ni * previously paragraph 
<m>). which required a description of 
plan provisions for crediting service for 
eligibility, vesting, benefit accrual and 
breaks in sendee, has been modified to 
account for the use of equivalencies or 
elapsed time. See regulations concerning 
minimum standards (Chapter XXV. Part 
2530). published on September 8. 1975. 
40 PH 41654 el. seq.. and on December 
28. 1976, 41 FR 56462 et. seq. Because of 
the many passible combinations of hours 
counting, equivalencies and elapsed time, 
the final paragraph has been phrased 
more generally than the proposal. 

Because the time for filing and dis¬ 
closing the summary plan description 
hM been extended to after the expiration 
of the time tor making retroactive 
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amendments under section 401 <b) ol the 
Internal Revenue Code of 1954 (Code), 
proposed paragraph (n) Is no longer 
relevant. Proposed paragraph <n) has 
been replaced with a new paragraph to> 
requiring a warning to participants and 
beneficiaries of pension plans using the 
Interim provisions/“cutback" rule (set 
forth by the Internal Revenue Service in 
Revenue Ruling 76-378 > Uiat certain 
provisions of the plan are subject to 
potential modification, and requiring the 
identification of such plan provisions. 

Paragraph <p> (previously paragraph 
<o) >. regarding sources of contributions 
to the plan and the method by which 
the amount of contribution is calculated, 
has been modified pursuant to public 
comments to make it clear Uiat defined 
benefit plans may simply state that the 
annual contribution is actuarially deter¬ 
mined. 

Proposed paragraph <s>. regarding 
union dues plans, has been deleted. Union 
dues plans are treated in II 2520.104-26 
and 2520.104-27. 

Paragraph <t>. a new interim and 
proposed paragraph added pursuant to 
comments, requires a statement of the 
general rights of plan participants and 
beneficiaries under ERISA The com¬ 
ments pointed out that while the pro¬ 
posed regulation required that the con¬ 
tent of the summary plan description 
cover important information concerning 
the plan, it did not require the Inclu¬ 
sion of information regarding important 
rights participants and beneficiaries 
have under the Act. The comments urged 
that the Secretary use his authority 
under section 104(0 of the Act to re¬ 
quire by regulation the furnishing of a 
statement of such rights as a content 
item of the summary plan description. 

The summary plan description pro¬ 
vides an appropriate vehicle for the dis¬ 
semination of information concerning 
ERISA rights to participants and bene¬ 
ficiaries because it Is the document which 
contains basic information on plan rights 
and obligations and is required to be dis¬ 
tributed to all plan participants and 
beneficiaries. The point made in the com¬ 
ments was well taken, and paragraph <t) 
has therefore been added to the regula¬ 
tion. 

In general terms, the regulation re¬ 
quires that the statement include a de¬ 
scription of the rights of participants to 
secure information concerning the pro¬ 
visions of the plan, its operation, and the 
participant’s benefit status. If applicable. 
The statement must also include infor¬ 
mation concerning the prohibition of re¬ 
taliatory action of section 510 of the Act. 
and information concerning a partici¬ 
pant's remedies under the law. The regu¬ 
lation also requires that this informa¬ 
tion be presented in language the aver¬ 
age plan participant can understand. For 
ease of compliance, the regulation in¬ 
cludes a standard statement which plans 
may use to satisfy this requirement. 

Because the requirement of paragraph 
(t> was not proposed, $ 2520.102-3<t> is 
an interim regulation proposed for final 
adoption but also effective immediately. 
A final regulation is expected to be pub¬ 
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lished on May 3. 1977. A plan which is in 
existence prior to the date on which the 
final version of paragraph it) is pub¬ 
lished may use the interim version of 
paragraph (t> in its initial .summary 
plan description if It is filed and disclosed 
before the later of July 15. 1977 or 120 
days after the plan becomes subject to 
Title I of the Act. Such a summary plan 
description will be deemed to have com¬ 
plied with the requirement to include a 
.statement of ERISA rights even if the 
final version of paragraph it) is different 
and is in effect before the date when the 
summary plan description is filed and 
disclosed. Of course, if interim paragraph 
«t> is modified in the final version pur¬ 
suant to comments, a summary of a 
change in information required to be in¬ 
cluded in the summary plan description 
• see l 2520.104b-3) be required from a 
plan that uses the interim version in a 
summary plan description filed and dis¬ 
closed after the final regulation is in ef¬ 
fect. Sec the example following the ex¬ 
planation of 5 2520.102-31m). 

Section 2520.102-4. Final i 2520.102-4. 
which provides an option to prepare 
different summary plan descriptions for 
different classes of participants and 
beneficiaries, is essentially unchanged 
irom the proposed regulation 140 FR 
24655*. On the basis of comments re¬ 
ceived regarding this section, the re¬ 
quirement to list all other covered classes 
on the first page of the text has been 
modified to allow such information to be 
included in oilier pages of the summary 
if classes are too numerous to be listed 
on the first page. 

Some comments suggested deleting the 
requirement to list other covered classes 
of participants and beneficiaries. These 
suggestions were not adopted. Such in¬ 
formation will be used to participants in 
a variety of ways. For example, a par¬ 
ticipant may have changed classifications 
in the past or may do so in the future, 
thereby affecting his or her benefit 
rights. Participants may also find such 
information useful in conjunction with 
the financial reporting under the Act 
(that is. who has an interest in plan 
assets besides the participant’s own 
class). 

Section 2520.104-4. Final ji 2520.104-4 
protides an alternative method of com¬ 
pliance with the summary plan descrip¬ 
tion requirements for pension plans 
wlilch have absorbed other pension plans 
through a merger or other acquisition. 

Proposed paragraph <b) established 
two sets of requirements for merged 
plants wishing to use the alternative: 

11) At the time of the merger: Furntah de¬ 
fter ip Uom of the successor plan, the merger 
agreement and transitional benefit provi¬ 
sions: and 

Make available on request, without charge, 
a copy of the merged plan description to each 
participant covered under the merged plan, 
each beneficiary receiving benefits under the 
merged plan, and any former employee who 
terminated employment with a right to a 
deferred vested benefit under the merged 
plan, and 

(2) After the merger: Prepare ail subse¬ 
quent summary plan descriptions so that 
they (I) identify the merged plan partici¬ 


pants on the Ant page and (11) stale that 
nummary plan descriptions of the merged 
plan will be rumlahed upon request. 

Comments received on the above re¬ 
quirements generally objected to them 
The comments on proposed | 2520.104-4 
• 1>» «l> objected to the requirement of 
disclosure “at the time of the merger ’ It 
was argued that plans should be allowed 
a reasonable period of Lime to report itnd 
disclose merger details <e.g, within 
ninety days from the date of the 
merger). There were also objections to 
requiring disclosure of a description or 
a copy of the merger agreement on the 
grounds that the agreement would be 
incomprehensible to most participants 
(e.g., such agreements usually contain 
technical actuarial and accounting 
language). The comments on I 2520.104- 
4(b)(2) objected to the first-page list¬ 
ing requirement as cumbersome. 

Merged plan participants should have 
as a minimum, a copy of the summary 
plan description and any summaries of 
material modifications of the successor 
plan, and information concerning 
whether and how the merger affects 
merged plan provisions and benefits as 
well as how the successor plan applies to 
merged plan participants. The regula¬ 
tion therefore substitutes a requirement 
for a separate summary statement 
describing the effects of the merger for 
the requirement in the proposed regula¬ 
tions that a copy of the merger agree¬ 
ment be furnished. Merged plan par¬ 
ticipants should also be informed that 
copies of the merged plan document*, 
the merger documents, and the successor 
plan documents are available upon re¬ 
quest (for a duplication charge* or for 
inspection pursuant to ff 2520.104b-1 
and 2520.104b-30. 

The successor plan summary plan 
description, summaries of material modi¬ 
fications to such plan, and the state¬ 
ment should be disclosed to merged plan 
participants reasonably quickly. The 
draft adopts the summary plan descrip¬ 
tion deadline in section 104(b) <1 mA*, 
i.e., ninety days. Merged plan parttri- 
pants are therefore treated in the same 
manner as new participants in the suc¬ 
cessor plan. 

The requirement In the proposed reg¬ 
ulation Uiat updated summary plan de- 
scrlpUons of the successor plan identify 
the classes of merged plan participant 
on the first page has been eliminated 
Such a listing could be long, and there¬ 
fore confusing. However, the regulation 
retains the requirement that all sub¬ 
sequent updated summary plan descrip¬ 
tions of the successor plan contain a U*t 
of the classes of participants to which 
old plan provisions apply. 

It should be noted that because the^e 
regulations are prospectively effective, 
the alternative provided in this section. 
In response to comments, is applicable 
only to plan mergers which occur after 
the issuance of the initial summary plan 
descripUon under the Act. 

The following findings are made with 
respect to the promulgaUon of 12520 - 
104-4 as an alternative method of com¬ 
pliance under section 110 of the Act: 
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1. The use of such alternative method 
is consistent with the purposes of Title 
I of the Act. and provides adequate dis¬ 
closure to plan participants and bene¬ 
ficiaries and adequate reporting to the 
Secretary. Participants and beneficiaries 
of the merged plan will have received 
a summary plan description for that 
plan. Section 2520-104-4 requires the 
reporting and disclosure of the most 
recent summary plan description of the 
successor plan to the merged plan par¬ 
ticipant and beneficiaries, along with 
the appropriate summaries of material 
modifications. These documents will also 
be filed with the Secretary. It also re¬ 
quires the disclosure to such predeces¬ 
sor plan participants and beneficiaries 
of additional information detailing the 
effects of the merger on their rights and 
benefits under both the predecessor and 
successor plans. In addition, the alter¬ 
native requires that such participants 
anci beneficiaries be informed of their 
right to examine and obtain copies of 
documents related to both plans and 
to the merger. Participants and bene¬ 
ficiaries of the merged plan thus receive 
comprehensive information concerning 
the plan provisions applicable to them. 

2. The application of the statutory re¬ 
quirements in the absence of this alter¬ 
native, would increase the costs to the 
successor plan by requiring an updated 
summary plan description earlier than 
might otherwise be required and by re¬ 
quiring lengthy descriptions of merged 
plan provisions which could apply to rel¬ 
atively few participants. 

3. The application of the statutory re¬ 
quirements in the absence of tills alter¬ 
native. would be adverse to the interests 
of plan participants in the aggregate. 
The Increased cost which would be in¬ 
curred in the absence of the alternative 
would dissipate plan assets without re¬ 
turning a material benefit to partici¬ 
pants. In addition, if the summary plan 
description of the successor plan were 
required to describe the provisions of 
merged plans separately and fully, the 
document could confuse participants and 
beneficiaries because of the several de¬ 
scriptions. and could result in a very 
large document where several mergers 
had occurred. 

Sections 2520.104-26 and 2520J04-27 . 
Sections 2520.104-26 and 2520 104-27 are 
new sections replacing 5 2520.102-3*s>. 
Issued pursuant to sections 104(a)<3) 
and 110 of the Act. to carry out the aims 
announced in ERISA Technical Release 
No. 1000 (July 21.1976 >. and axe interim 
regulations proposed for final adoption, 
but also effective immediately. These two 
sections simplify the reporting and dis¬ 
closure requirements for unfunded dues 
financed plans maintained by employee 
organisations. Unfunded dues financed 
Plans arc those which pay benefits out of 
the employee organization s general as¬ 
sets, which are derived wholly or partly 
from membership dues. The limited ex¬ 
emption and alternative method of com¬ 
pliance established by these two sections 
respond to comments received from em¬ 
ployee organizations with such plans 
which are already subject to reporting 


and disclosure obligations similar to 
ERISA’s under the Labor-Management 
Reporting and Disclosure Act < LMRDA). 
These regulations prevent duplicative re- 
porting and disclosure which would 
otherwise be the consequence of ERISA 
and the LMRDA. 

Unfunded dues financed plans main¬ 
tained by employee organizations are 
exempted under the authority of sections 
104<a><3i and 110 of the Act from the 
requirements to flic the following with 
the Secretary of Labor: plan description. 
Form EBS-1; a complete copy of the 
summary plan description; the annual 
report. Form 5500. In addition, un¬ 
funded dues financed plans are ex¬ 
empted from the requirement to furnish 
summary annual reports to plan par¬ 
ticipants and beneficiaries. These report¬ 
ing and disclosure requirements are in¬ 
appropriate as to dues financed plans in 
view of the pre-existing reporting and 
disclosure requirements of the LMRDA. 

These plans must meet the require¬ 
ments to furnish the information re¬ 
quired for summary plan descriptions 
set forth in sections 102 and 104 of the 
Act. Paragraph <a)<3) of each regula¬ 
tion section provides that these plans will 
be treated, with certain exceptions, in 
the same manner as plans which pre¬ 
viously filed and disclosed the summary 
plan description without reliance on 
guidance of the Department (see 
55 2520.1Q4a-3<a> and 2520.104b-2ifn, 
In brief, a union dues financed plan may 
comply with the summary Plan descrip¬ 
tion requirements by preparing a supple¬ 
ment which, when combined with the 
earlier document, results in a package 
which meets the style, format and con¬ 
tent requirements of these regulations 
These plnns do not have to meet the re¬ 
quirement of f 2520.104b-2<TMl> that 
a copy of the summary plan description 
has been furnished before the date of 
publication of those regulations. For 
purposes of clarity, these paragraphs 
state that the summary plan description 
information may be furnished in various 
forms, including the employee organiza¬ 
tion constitution or by-laws. 

However, il 2520.104-26 and 2520.104- 
27 make an exception to the rules in 
f 2520.104b-2«f ) for those plans which 
are part of an employee organization’s 
constitution or by-laws and are thus sub¬ 
ject to the organization’s procedures for 
amendment of those documents. The 
exception is that the constitution or 
by-laws may be used, under certain con¬ 
ditions. even if they indicate that a 
certain portion of members* dues or a 
certain portion of the employee organi¬ 
zation’s assets will be used only for the 
payment of benefits, although such dues 
or assets may in fact be used for general 
employee organization purposes, or are 
subject to the claims of general creditors 
of the employee organization. The con¬ 
ditions for use of such constitutions or 
by-laws are (1) that the supplement 
must clearly state that such dues or as¬ 
sets may be legally used for general em¬ 
ployee organization purposes, or are sub¬ 
ject to the claims of general creditors of 
the employee organization, and (2) that 


not later than the first opportunity to 
amend the constitution or by-laws (c.g . 
at the next regularly scheduled conven¬ 
tion of the union), such constitution or 
by-laws accurately reflect the funded or 
unfunded status of the plan at that time. 

The following findings are made with 
respect to the promulgation of * 2520.- 
104-26 as an exemption under section 
104(a)(3) of the Act, and of f 2520.104- 
27 as an alternative method of compli¬ 
ance under section 110 of the Act: 

1. The alternative bi corniintcnt with the 
purpoMm of Title 1 of the Act, and provide* 
adequate disclosure to plan participants and 
beneficiaries and adequate reporting to the 
Secretary. Employee organisations maintain¬ 
ing unfunded duos financed plans arc pres¬ 
ently required to file with the Score tar v Re¬ 
port Form LAI-1 or LM-1A, together with 
copies of the employee organisation consti¬ 
tution or by-law*, pursuant to the LMRDA. 
thus substantially duplicating the reporting 
requirements of ERI8A regarding plan de¬ 
scriptions and summary plan descriptions. 
Likewise, the ERISA requirements regarding 
annual reporting and summary annual re¬ 
porting are substantlaUy duplicated by the 
LMRDA requirements relating to the report¬ 
ing of FV>rm LM-2 or LM-3 to the Secretary. 
Disclosure of a summary plan description to 
participants and beneficiaries under ERISA 
l» required of such plana by disclosing and 
supplementing the employee organisation's 
constitution or by-laws describing aucb plan. 

2 Requiring such plans to meet the re¬ 
quirement* of Part 1 ol Title I of the Act 
woutd subject them to Increased costa and 
to unreasonable administrative burdens with 
respect to their operation, since the Act 
imposes upon them reporting and disclosure 
requirements already required in substance 
by the LMRDA. 

3. Applying Part 1 of Title I of the Act to 
inch plans would be adverse to the interests 
of its participants and beneficiaries In the 
aggregate becau.sc costs associated with 
dupltqpUvc reporting and disclosure dls**paic 
plan aoscU without material benefit to par¬ 
ticipants and beneficiaries. Therefore, these 
requirements of the Act are Inappropriate aa 
applied to dues financed welfare plans, ar.d 
an alternative method of compliance for due* 
financed pension plans la warranted 

Section 2520.104a-3. Under paragraph 
(a) of this section, a plan administrator 
is required to file a copy of the summary 
plan description with the Secretary of 
Labor. The general rule is that a copy of 
the summary plan description must be 
filed on or before Uie last day for furn¬ 
ishing copies of it to plan participants 
and beneficiaries. Thus, this section 
merely incorporates by reference the 
various dates for different classes of 
plans found in $ 2520.!04b-2. 

The rules for filing copies of multiple 
summary' plan descriptions appear In 
this section < paragraph ib)>. If a plan 
administrator prepares different sum¬ 
mary plan descriptions for different 
classes of participants within the plan, 
then a copy of each such summary, plus 
a list identifying each summary' plan 
description, must be filed with the 
Secretary. 

A new paragraph (c) has been added 
to the regulation in response to many 
public requests for a clarification of the 
application of the summary plan de¬ 
scription reporting requirements to •‘ter¬ 
minated" plans. Whether there is a plan 
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&o as to require reporting or there is no 
plan to be reported because of a termina¬ 
tion prior to the reporting date must be 
determined, for reporting and disclosure 
purposes, on the basis of whether there 
is a sufficiently active entity remaining 
after the termination so as to raise the 
concerns which underlie the reporting 
and disclosure provisions of the Act. 
Based on these principles, paragraph <c> 
establishes separate tests for pension and 
for welfare plans. For pension plans, the 
test is whether all participants and bene¬ 
ficiaries have received their appropriate 
distributions from the plan. So long as 
there is a concern with the commence¬ 
ment or continuation of benefits to par¬ 
ticipants or beneficiaries, summary plan 
description reporting Is appropriate. 
Thus “frozen plans/* for example, are 
required to file summary plan descrip¬ 
tions with the Secretary of Labor. The 
test for welfare plans is whether an event 
can occur which will result In a liability 
of the plan to pay benefits. Under the 
regulation, the discovery of a claim does 
not constitute an event. 

Section 2520./04b-2. Under paragraph 
(a> of thin section, plan administrators 
are required to furnish the summary 
plan description to plan participants 
and beneficiaries as provided under sec¬ 
tion 104 <b» (1) of the Act. Plan admin¬ 
istrators of plans subject to Part 1 of 
Title I of the Act must furnish a copy of 
the summary plan description and a 
statement of ERISA rights as provided 
in 1 2520.102-3(1) to each participant 
covered under the plan and each pen¬ 
sion plan beneficiary receiving benefits 
under the plan, within 90 days after he 
or she becomes a participant or a bene¬ 
ficiary receiving benefits, or. If later, 
within 120 days after the plan becomes 
subject to Part 1 of Title I. 

This section does not carry forward 
the alternative method of distribution 
for multiemployer plans of f 2520.104b-2 
<b) of the June 9, 1975 proposed regula¬ 
tions. Adequate alternative methods of 
compliance available to multiemployer 
plans are provided under $ 2520.104b-1 
1 41 FR 15957. April 23. 1976). That final 
regulation provides several alternative 
methods of distribution to participant* 
and beneficiaries (c.g.. special insert in a 
periodical, ln-hand delivery at the work¬ 
site. third class mall with return re¬ 
quested and forwarding postage guar¬ 
anteed ». 

Paragraph (c> provides the de¬ 
ferred disclosure date for plans which 
comply with the requirement* of 5 2520.- 
104-5 and 2520.104-6 (the ERISA Notice 
procedure •. 

Of the various comments received re¬ 
garding paragraph <d>. most were di¬ 
rected at the inability of plans to con¬ 
tinue to use the Form EBS-1 as the sum¬ 
mary plan description, a* had been pro¬ 
vided under an earlier proposed version 
of this section. Because the Form EBS-1 
has been completely revamped since the 
earlier proposal, the EBS-l will no 
longer serve as a summary plan descrip¬ 
tion device for participants and bene¬ 
ficiaries. 

However, because of the deferral of ini¬ 
tial reporting and disclosure to May 30. 
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1976 (under proposed 5 2520.104-3). and 
the reliance provided under the pre¬ 
amble and proposed regulation 5 2520.- 
104a-3 Issued on June 9. 1975 (40 FR 
25642). some plans have filed an FBS-1 
(print date 4/75» as a summary plan de¬ 
scription with the Secretary, and have 
furnished such completed EBS-l's to 
plan participants and beneficiaries. 
Paragraph (d> of this regulation there¬ 
fore provides that if a plan has filed 
with the Department and disclosed to 
participants and beneficiaries a Form 
EBS-1, In reliance upon the proposed 
regulations of June 9. 1975. such a filing 
and disclosure will satisfy this regula¬ 
tion. 

Under paragraph <c> a second cate¬ 
gory of plans, those which filed with the 
Secretary and disclosed to participant* 
and beneficiaries a summary plan de¬ 
scription on or before May 30. 1976 and 
relied upon the filing and disclosure 
method described In the preamble to the 
final regulations published in the Fed¬ 
eral Register on April 23. 1976 (41 FR 
16957) and announced in Departmental 
press release USDL-76-706. published 
April 21. 1976. are deemed to have satis¬ 
fied the requirements for the initial dis¬ 
closure of the summary plan description 
under section 104(b)(1)(B) of the Act 
and 5 2520.104b-2 of the final regula¬ 
tions. 

A separate requirement to furnish the 
statement of ERISA rights to partici¬ 
pant* and beneficiaries is included in 
subparagraphs (d)(2) and (e)(2). These 
subparagraphs were not previously pro¬ 
posed and are Interim regulations pend¬ 
ing adoption of a final rule. Although 
these plans are deemed to have satisfied 
the initial summary plan description re¬ 
quirements, they have not furnished a 
statement of ERISA rights, which is a 
separate requirement under the Act. 
There would appear to be no reason why 
participants in these plans could not be 
furnished with the statement relatively 
soon, and early notification of these 
rights Is clearly In the interest of partici¬ 
pants. Subparagraphs <d)(2> and (e> 

«2» establish July 15. 1977 as the date by 
which the statement must be furnished. 

A third category of plans is described 
in paragraph (f >: those which filed with 
the Secretary and disclosed to partici¬ 
pants and beneficiaries a summary plan 
description on or after September 2. 1974 
and before the date of publication of 
these regulations without reliance upon 
regulations or other document* Issued 
by the Department but based ui>on the 
provisions of the Act «sections 102 and 
104 of Title I). SUch plans shall be 
deemed to have satisfied the require¬ 
ment* for disclosure of the initial sum- 
man* Plan description, provided that the 
plan administrator on or before July 15. 

1977 files with the Secretary a supple¬ 
ment to the previously filed summary 
plan description containing any items of 
information required by 5 2520.102-3 
which were not included in the summary 
plan description. The plan administra¬ 
tor must also furnish copies of such sup¬ 
plement to participant* covered under 
the plan and pension plan beneficiaries 
receiving benefits under the plan on or 


before July 15. 1977. The earlier filing 
and the supplement, viewed together as 
a unit, must meet the style and format 
requirement* of 5 2520.102-2. 

Paragraph (f) was not previously pro¬ 
posed and is issued a* an interim regula¬ 
tion that will remain in effect, for planr 
in existence before publication of a final 
regulation, through July 15. 1977. This 
regulation is proposed in recognition that 
a certain number of plans, for valid busi¬ 
ness and employee relations reasons 
have made a good faith effort to comply 
with the statutory filing and disclosure 
obligation regarding the summary plan 
description. Plans which made such fil¬ 
ings and disclosure did so In the absence 
of any assurances by the Department 
However, because these plans attempted 
to comply’ with the Act and in doing so 
provided earlier disclosure of summary 
plan description information to plan 
participant* and beneficiaries, such plan* 
should not be required to incur the costs 
of duplicating their earlier effort. On the 
other hand, those summary* plan descrip¬ 
tions may not have Included all of the in¬ 
formation required to be included by 
these regulations. Paragraph (f) there¬ 
fore requires these plans to come into 
full compliance by filing a supplement 
with the Secretary and disclosing It to 
plan participants and beneficiaries. The 
style and format requirement* of 5 2520.- 
102-2, except the requirement that bene¬ 
fit restrictions, or a cross-reference to 
them, must be placed adjacent to the 
description of benefits may be satisfied 
by placing a statement in the supplement 
which references participant* to descrip¬ 
tions of benefit* and benefit restrictions 
and describes their relationship 

Several comment* indicated that plans 
should be able to satisfy the filing and 
disclosure obligation* for the summary 
plan description by updating inserts in a 
looseleaf binder for those plans which 
use such systems for disclosure to their 
participant* and beneficiaries. It is the 
position of the Department that the Act 
requires the issuance of a complete, new 
ERISA summary plan description by all 
plans, notwithstanding the fact that 
plan* have engaged in some form of dis¬ 
closure before the signing date of ERISA 
Therefore, a wholly new set of materials 
containing the information required by 
these final regulation* must be furnished 
to plan participants and beneficiaries 
even by those plans which use a binder or 
looseleaf system, in order to meet the 
summary' Plan disclosure obligation 
Plans that meet the post-ERI8A filing 
and disclosure requirements of para¬ 
graph <f) need not reissue and entire set 
of material*. 

A new paragraph ig» is included in 
this section which parallels 5 2520.104a 
3(c). The some tests arc applied for de¬ 
termining whether a plan has terminated 
for the purpose of disclosure of the sum¬ 
mary plan description, for the same rea¬ 
sons described in the preamble to 
5 2520.104o-3(C). 

Section 2520A04b-3. This section de¬ 
scribes the procedure* for furnishing 
participant* under the plan and certain 
beneficiaries receiving benefits under the 
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plan with summaries of material modifi¬ 
cations to the plan and changes In infor¬ 
mation required to be included In the 
: 'immary plan description- 

paragraph (a> of the regulation gen¬ 
erally follows the statutory language of 
sections 102 and 104bfl> of the Act. The 
regulation states the requirement that a 
plan administrator furnish a summary 
of any material modifications to the plan 
or change in information required to be 
included in the summary plan descrip¬ 
tion within 210 days of the close of the 
plan year In which the modification or 
change Ls adopted. This summary must 
br. comprehensive, accurate and written 
In a manner calculated to be understood 
by the average plan participant. It should 
be noted that to the extent that these 
fmnl regulations effect a material modi¬ 
fication or change in information re¬ 
quired under section 102 of the Act. a 
summary of this material modification 
or change In information must be dis¬ 
closed within the appropriate period. 

The effect of a retroactive material 
modification is explained. That Is, the 
modification or change is deemed to be 
adopted on the date made, irrespective 
of when it is applied. 

A new sentence and example have been 
added to clarify the operation of these 
rules with respect to amendments which 
are adopted and which take effect on 
some future date. Such •‘prospective” 
amendments are not uncommon and 
should be specifically addressed. The rule 
contained in the new sentence requires 
disclosure 210 days after the close of the 
plan year in which the amendment is 
adopted. However, a material modifica¬ 
tion or change may be rescinded by the 
plan before its effective date or otherwise 
may not take effect. To relieve plans 
from a requirement that prospective 
amendments or material modifications 
which do not take effect be disclosed to 
plan participants or beneficiaries under 
section 102(a) of the Act, an exemption 
is provided for welfare plans under the 
authority of section 104(a) (3) of the Act. 
and an alternative method of compli¬ 
ance is provided for pension plans un¬ 
der the authority of section 110 of the 
Act The following findings arc made un¬ 
der section 110 of the Act w ith respect to 
8 2520.104b-3<a) as an alternative meth¬ 
od of compliance for pension plans: 

1. The alternative la cojuU&tsia with the 
purpose* of Title I of the Act. and provides 
.4<iequate disclosure to participant* and hen- 
rflciariea. Plait participants and beneficiaries 
will receive all information concerning modi¬ 
fications and changes to the plan which may 
affect their rights and obligations under the 
plan. 

2. Requiring pension plana to disclose s 
‘•ummsry of an amendment or material modi¬ 
fication which docs not take effect, would re¬ 
sult In Increased costa to the plan and also 
•ubject the plan to an unreasonable ad¬ 
ministrative burden In the absence of an 
alternative, plans would be required to pre¬ 
pare and disclose a summary of material 
modifications when the plan was prospec¬ 
tively amended, and would be required to 
prepare and disclose a second summary If the 
unend men t were rescinded or did not take 
efiect for some other reason. Such duplica¬ 
tion would be wasteful of plan asseta. 


3. Requiring pension plans to disclose a 
.summary of an amendment or material modi¬ 
fication which does not take effect would be 
adverse to the interests or plan participants 
and beneficiaries in the aggregate. The dis¬ 
closure of a summary of a prospective amend¬ 
ment, and a subsequent disclosure of a with¬ 
drawal of that amendment could unneces¬ 
sarily confuse or mislead some participants. 

The regulation also clarifies in para¬ 
graph <b> the effect of timely publication 
of a summary plan description upon the 
requirement to furnish summaries of 
material modifications and changes in in¬ 
formation required to be in the summary 
plan description. No separate disclosure 
is required for modification or changes in 
plan information which are incorporated 
in the initial summary plan descrip¬ 
tion. Modifications and changes in plan 
information which are incorporated in 
an updated summary plan description ore 
not required to be disclosed separately if 
the updated summary plan description is 
furnished prior to the expiration of the 
disclosure period for the summary of 
modifications and changes. 

In response to comments on tlve June 9. 
1975. proposed regulations, a new sub- 
paragraph (c) has been added to enable 
new plan participants and new’ benefici¬ 
aries receiving benefits to receive previ¬ 
ously issued summaries of material modi¬ 
fications to the plan. The furnishing of 
these previously Issued summaries will 
inform the new participant or beneficiary 
receiving benefits of material modifica¬ 
tions and changes made prior to his or 
her entrance into the plan, where such 
changes have not yet been incorporated 
into a summary plan description or up¬ 
dated summary plan description. 

Also, other comments pointed out that 
plan participants and beneficiaries need 
not make a request to receive the sum¬ 
mary of material modifications. Rather, 
the plan administrator, under the au¬ 
thority of section 104(b)(1) of the Act. 
must furnish the summary within 210 
days of the close of the plan year in 
which the modification or change was 
made. The ambiguous request language 
was removed from this section. 

Section 2520A0ib-4 Comments re¬ 
ceived by the Department of Labor on 
i 2523.20 of the December 4, 1974 pro¬ 
posed regulations, relating to the obliga¬ 
tion to furnish the summary plan de¬ 
scription, suggested that the plan ad¬ 
ministrator of a pension plan should not 
be required to furnish detailed current 
information about a plan to retired par¬ 
ticipants. Specifically, it was suggested 
that copies of summary plan descrip¬ 
tions, updated summary plan descrip¬ 
tions. and summaries of modifications 
and changes described in section 102 
<a>U) of the Act which do not affect 
the retiree should not be required If the 
retiree has previously been furnished a 
copy ora document describing his or her 
benefits. The comments pointed out that 
to require furnishing superfluous and ir¬ 
relevant plan documents to retirees 
would not only be wasteful to plans, but 
also might result in confusion, mis¬ 
understandings and uncertainty on the 
part of the retirees. Since many retirees 


w’ould seek clarification of these docu¬ 
ments from the plan staff, plan admin¬ 
istrative burdens and costs would be in¬ 
creased with little or no countervailing 
benefit to the retirees. Pursuant to these 
comments. 8 2520.104b~4 was included 
in the proposed regulations published on 
June 9. 1975. 

In response to public comments on the 
June 9. 1975 proposal, this section has 
been modified to include participants 
who separated with a deferred vested 
benefit (“vested separated partici¬ 
pants”). As the comments pointed out, 
the considerations which led to the es¬ 
tablishment of this alternative for re¬ 
tired participants and beneficiaries 
apply equally to vested separated par¬ 
ticipants. As a general rule, their rights 
under the plan arc fixed at the time of 
separation. Also the same problems and 
potential for confusion exist for this 
class of participants as for retirees and 
beneficiaries. 

Under the authority of section 110 of 
the Act, l 2520.104b-4 provides an alter¬ 
native method of compliance for pension 
plans in dealing with such participants 
and beneficiaries. The alternative re¬ 
moves the requirement to furnish to 
members of the following classes— 
retired participants, beneficiaries re¬ 
ceiving benefits under the plan, and 
vested separated participants—provid¬ 
ing that they have already received 
copies of the following documents satis¬ 
fying the summary plan description 
style, format, and (with certain excep¬ 
tions) content requirements of 84 2520 - 
102-2 and 2520.102-3—copies of sum¬ 
mary plan descriptions, updated sum¬ 
mary plan descriptions, and summaries 
of certain material modifications to the 
plan and certain changes in the infor¬ 
mation required by section 102 of the 
Act to be included in the summary plan 
descriptions. The plan is. however, re¬ 
quired to furnish such participants and 
beneficiaries, on or before July 15. 1977. 
with a supplement that contains those 
parts of the information required in a 
summary plan description that they had 
not already received. 

Under the alternative method, each 
time the summary plan description or 
updated summary plan description Is 
published, the retiree, vested separated 
participant or beneficiary must receive a 
notice stating that he or she may obtain 
a copy of It without charge upon request 
from the plan administrator. The no¬ 
tice must also state that benefit rights 
of retirees, vested separated participants 
or beneficiaries are set forth in a sum¬ 
mary plan description which was furn¬ 
ished earlier. In addition, if the plan ad¬ 
ministrator has not furnished the retiree, 
vested separated participant or benefici¬ 
ary receiving benefits with information 
about his or her rights under the Act. 
whether as a supplementary statement 
or os a part of a summary plan de¬ 
scription. the notice must provide such 
information. If a person in one of these 
classes requests a copy of the current 
summary plan description, the plan ad¬ 
ministrator must provide it. without 
charge. 
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Summaries of material modifica¬ 
tions in the terms of the plan and 
rhangea in the Information required by 
section 102(b) of the Act to be included 
in the Mimmary plan description need 
not be furnished to retirees, vested sep¬ 
arated participants and beneficiaries if 
these modifications or changes in no way 
affect the rights of retirees, vested sepa¬ 
rated participants, or beneficiaries under 
the plan. As with summary plan descrip¬ 
tions. retirees, vested separated partici¬ 
pants, or beneficiaries are entitled to 
receive copies of material modifications 
and changes in information, with¬ 
out charge on request 

Pursuant to the requirements of sec¬ 
tion 110 of the Act. the Secretary makes 
the following findings with respect to the 
alternative method of compliance for 
furnishing pension plan documents to 
retired participants, vested separated 
participants and beneficiaries: 

(1 i The use of this alternative method 
of compliance Is consistent with the 
purposes of Title I of the Act and pro¬ 
vides adequate disclosure to participants 
and beneficiaries with respect to whom 
the alternative method may be used. 
Under the alternative method, only in¬ 
formation which is superfluous or ir¬ 
relevant to such participants and bene¬ 
ficiaries will not be furnished to them, 
and in any case, they may obtain copies 
of this information, without charge, upon 
request. 

<2> The application of the require¬ 
ments of section 104(b)(1) of the Act, 
relating to the time for furnishing copies 
of the summary plan description, up¬ 
dated summary plan description, and 
summaxy descriptions of material mod¬ 
ifications and changes in the information 
required to be contained in the summary 
plan descriptions, would Increase costs to 
pension plans and Impose unreasonable 
administrative burdens with respect to 
the operation of such plans, unnecessary 
costs associated with printing, handling 
and mailing superfluous and irrelevant 
information, and would create unneces¬ 
sary administrative burdens by causing 
plan staff to devote time and effort to 
clearing up the confusion and misun¬ 
derstanding which this information 
w ould occasion. 

<3> The application of the provisions 
of Part 1 of Title I the Act to which an 
alternative is here provided would be 
adverse to the Interests of plan partici¬ 
pants in the aggregate. For retired par¬ 
ticipants and beneficiaries with respect 
to whom this alternative method is 
available, application of Part 1 would 
engender confusion, misunderstanding 
and uncertainty. 

Accordingly. 29 CFR Part 2520 Is 
amended by adding $3 2520.102-2, 2520.- 
102-3. 2520.102-4, 2520.104-4 . 2520.104- 
26. 2520.104-27, 2520 104a-3. 2520.104b-2. 
2520.104b-3, and 2520.104b-4 to read as 
follows: 

Subp*r1 B—Content* of Plan Description* and 
Summary Plan Description* 

Sec. 

2520 102 2 Style and format of summary 

plan description. 


Sec. 

2520 102-3 Contents of summary plan de¬ 
scription. 

2520 102-4 Option for different summary 
plan descriptions. 

Sub part D—Provisions Applicable to Both 
Reporting and Disclosure Requirements 

2520.104- 4 Alternative method of compli¬ 

ance for certain successor 
pension plans. 

2520.104 20 Limited exemption for certain 
unfunded dues financed wel¬ 
fare plans maintained by em- 
Dlovee organizations. 

2520.104- 27 Alternative method of compli¬ 

ance for certain unfunded 
dues financed pension plans 
maintained by employee or¬ 
ganizations. 

Subpart E—Reporting Requirements 
2520 104a 3 Summary plan description 

Subpart F—Disclosure Requirements 

2520.104b-2 Summary plan description 
2520.104b-3 Summary of material modifica¬ 
tions to the plan and changes 
In the information required to 
be included In the summary 
plan description. 

2520.104b 4 Alternative method of compli¬ 
ance for furnishing pension 
plan documents to retired 
participants and their bene¬ 
ficiaries and separated par¬ 
ticipants with vested benefits. 

Authority : Secs. 101. 102. 104, 106. 109. 
110, 111(b) (2), 111(C), 505. Pub. L. 93-406. 88 
Stat. 840-1. 847-62. 894 (29 08.0. 1021-2. 
1024-5. 1029-31. 1135): Secretary or Labor's 
Order No. 13-76. 

Subpart B—Contents of Plan Descriptions 
and Summary Plan Descriptions 

§2520.102—2 Style and formal of tutu* 
ttifir* plan description. 

(a> Method of presentation. The sum¬ 
mary plan description shall be written in 
a manner calculated to be understood 
by the average plan participant and shall 
be sufficiently comprehensive to apprise 
the plan’s participants and beneficiaries 
of their rights and obligations under the 
plan. In fulfilling these requirements, the 
plan administrator shall exercise consid¬ 
ered Judgment and discretion by taking 
into account such factors as the level of 
comprehension and education of typical 
participants in the plan and the com¬ 
plexity of the terms of the plan. Con¬ 
sideration of these factors will usually 
require the limitation or elimination of 
technical jargon and of long, complex 
sentences, the use of clarifying examples 
and illustrations, the use of clear cross- 
references and a table of contents. 

(b) General format. The format of 
the summary plan description must not 
have the effect of misleading, misinform¬ 
ing or failing to inform participants and 
beneficiaries. Any description of excep¬ 
tion. limitations, reductions, and other 
restrictions of plan benefits shall not be 
minimized, rendered obscure or other¬ 
wise made to appear unimportant. Such 
exceptions, limitations, reductions, or re¬ 
strictions of plan benefits shall be de¬ 
scribed or summarized in a manner not 
leas prominent than the style, captions, 
printing type, and prominence used to 
describe or summarize plan benefits. The 


advantages and disadvantages of the 
plan shall be presented without either 
exaggerating the benefits or minimizing 
the limitations. The description or sum¬ 
mary of restrictive plan provisions need 
not be disclosed in the summary* plan 
description in close conjunction with the 
description or summary of benefits, 
provided that adjacent to the benefit 
description the page on which the re¬ 
strictions are described is noted. 

(c) Foreign languages. In the case of 
cither— 

(1) A plan that covers fewer titan 100 
participants at the beginning of a plan 
year, and in which 25 percent or more 
of nil plan participants are literate only 
in the same non-English langauge, or 

(2) A plan which covers 100 or more 
participants at the beginning of the plan 
year, and in which the lesser of (A) 500 
or more participants, or (B) 10% or 
more of all plan participants are literate 
only in the same non-English language, 
so that a summary plsn description in 
English would fail to inform these parti¬ 
cipants adequately of their lights and 
obligations under the plan, the plan ad¬ 
ministrator for such plan shall provide 
these participants with an English- 
language summary' Plan description 
which prominently displays a notice, in 
the non-English language common to 
these participants, offering them assist¬ 
ance. The assistance provided need not 
involve written materials, but shall be 
given in the non-English language com¬ 
mon to these participants and shall be 
calculated to provide them with a reason¬ 
able opportunity to become informed as 
to their rights and obligations under the 
plan. The notice offering assistance con¬ 
tained in the summary’ Plan description 
shall clearly set forth In the non-English 
language common to such participants 
the procedures they must follow in order 
to obtain such assistance. 

Example. Employer A maintains a pension 
plan which cover* 1000 participant*. At the 
beginning of a plan ^eor five hundred ol 
Employer A’s covered employee* are literate 
only In Spanish. 101 are literate only in 
Vietnamese, and the remaining 399 arc liter¬ 
ate in English. Each of the 1000 employee* 
receives a summary plan description In Eng- 
llsh. containing an assistance notice In both 
Spanish and Vietnamese stating the lol- 
towlng: 

•This booklet contains a summary In Eng¬ 
lish of your plan rights and benefits under 
Employer A Pension Plan. If you have dlfll- 
culty understanding any part of this booklet, 
contact Mr. John Doe, the plan administra¬ 
tor, at his office In Room 123, 466 Main 81. 
Anywhere City. State 20001. Office hours are 
from 8:30 AM. to 5:00 P.M. Monday through 
Friday. You may also call the plan admin¬ 
istrator's office at (202 ) 656-2346 for as¬ 
sistance.” 

§ 2520.102—5 Content* of Mimmiiry plw* 
description. 

Section 102 of the Act specifies Infor¬ 
mation that must be included in the 
summary plan description. The sum¬ 
mary plan description must accurately 
reflect the contents of the plans as of a 
date not earlier than 120 days prior to 
the date such summary plan description 
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to disclosed. The following information 
shall be included In the summary plan 
description of both employee welfare 
benefit plans and employee pension bene- 
At plans, except as stated otherwise in 
paragraph <J> through (n): 

(a) The name of the plan. and. if 
different, the name by which the plan 
to commonly known by its participants 
and beneficiaries; 

<b) The name and address of— 

<1> In the case of a single employer 
plan, the employer whose employees are 
covered by the plan, 

42) In the case of a plain maintained 
by an employee organization for its 
members, the employee organization 
that maintains the plan, 

<3) In the case of a collectively-bar¬ 
gained plan established or maintained 
by one or more employers and one or 
more employee organizations, the asso¬ 
ciation. committee. Joint board of trust¬ 
ees, parent or most significant em¬ 
ployer of a group of employers all of 
which contribute to the same plan, or 
other similar representative of the par¬ 
ties who established or maintain the 
plan, as well as a statement that a com¬ 
plete list of the employers and employee 
organizations sponsoring the plan may 
be obtained by participants and bene¬ 
ficiaries upon written request to the plan 
administrator, and is available for ex¬ 
amination by participants and benefici¬ 
aries, as required by §5 2520.104b-] and 
2520.104b-30; or 

ri) In the case of a plan established 
or maintained by two or more employers, 
the association, committee. Joint board 
of trustees, parent or most significant 
employer of a group of employers all of 
which contribute to the same plan, or 
other similar representative of the par¬ 
ties who established or maintain the 
plan, as well as a statement that a com¬ 
plete list of the employers sponsoring the 
plan may be obtained by participants 
and beneficiaries upon written request 
to the plan administrator, and Is avail¬ 
able for examination by participants and 
beneficiaries, as required by II2520.- 
104b-l and 2520.104b-30. 

<c) The employer identification num¬ 
ber <KIN) assigned by the Internal Reve¬ 
nue Service to the plan sponsor and the 
Plan number assigned by the plan spon¬ 
sor. 4For further detailed explanation, 
the instructions to the plan descrip¬ 
tion Form EBS-1 and 4 ‘Identification 
Numbers Under ERISA" (Publ. !004>. 
published Jointly by l>OL. IRS. and 
PBGC); 

<d> The type of pension or welfare 
Plan, e.g„ for pension plan*—defined 
benefit, money purchase, profit sharing, 
etc., and for welfare plans—hoapitaliza- 
tlon, disability, pre-paid legal sendee, 
etc.; 

(e> The type of administration of the 
plan, e g., contract administration, in¬ 
surer administration, etc.; 

*f) The name, business address and 
business telephone number of the plan 
administrator as that term is defined by 
section 3(16) of the Act; 

4g) The name of the person desig¬ 
nated as agent for service of legal proo- 
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ess. and the address at which process 
may be served on such person, and in ad¬ 
dition, a statement that sendee of legal 
process may be made upon a plan trustee 
or the plan administrator; 

<h> The name, title and address of the 
principal place of business of each trustee 
of the plan; 

<1> If a plan is maintained pursuant 
to one or more collective bargaining 
agreements, a statement that the plan is 
so maintained, and that a copy of any 
such agreement may be obtained by par¬ 
ticipants and beneficiaries upon written 
request to the plan Administrator, and 
is available for examination by partici¬ 
pant* and beneficiaries, as required by 
1$ 2520.104b-1 and 2520.104b-30. For the 
purpose of this paragraph, a plan Is 
maintained pursuant to a collective bar¬ 
gaining agreement if such agreement 
controls any duties, rights or benefits un¬ 
der the plan, even though such agree¬ 
ment has been superseded in part for 
other purposes; 

<J) The plan’s requirements respecting 
eligibility for participation and for bene¬ 
fit*. The summary plan description shall 
describe the plan's provisions relating to 
eligibility to participate in the plan, such 
as age or years of service requirements, 
and the Items listed In paragraphs <J) 
<1> or <2> of this section as appropriate: 

(1) For employee pension benefit 
plans, it shall also include a statement 
describing the plan's normal retirement 
age. as that term Is defined In section 
3424> of the Act. and a statement de¬ 
scribing any other conditions which 
must be met before a participant will 
be eligible to receive benefits. Such plan 
benefits shall be described or summa¬ 
rized. 

«2 1 For employee welfare benefit 
plans, it shall also include a statement 
of the conditions pertaining to eligibility 
to receive benefits, and a description or 
summary of the benefits. In the case of 
a welfare plan providing extensive sched¬ 
ules of benefits (a medical care plan, 
for example), only a general description 
is required if reference is made to de¬ 
tailed schedules of benefits which arc 
available without cost to any participant 
or beneficiary who so requests; 

ck) In the case of an employee pen¬ 
sion benefit plan, a statement describ¬ 
ing any joint and survivor benefits pro¬ 
vided under the plan, including any 
requirement that an election be made a* 
a condition to select or reject the Joint 
and survivor annuity; 

41) For both pension and welfare ben¬ 
efit plans, a statement clearly identify¬ 
ing circumstances which may result in 
disqualification, ineligibility, or denial, 
loss, forfeiture or suspension of any ben¬ 
efits that a participant or beneficiary 
might otherwise reasonably expect the 
plan to provide on the basis of the de¬ 
scription of benefits required by para¬ 
graphs tj) and (k). 

im) For an employee pension benefit 
plan the following Information: 

(I) if the benefit* of the plan are not 
insured under Title IV of the Act a 
statement of this fact, and the reason 
for the lack of Insurance; and 


i 1275 

42) If the benefit* of the plan are in¬ 
sured under Title IV of the Act, there 
shall be Included a statement of this 
fact, a summary of the pension benefit 
guaranty provisions of Title IV. and a 
statement Indicating that further in¬ 
formation on the provisions of Title IV 
can be obtained from the plan adminis¬ 
trator or the Pension Benefit Guaranty 
Corporation. The address of the PBOC 
shall be provided. 

(3) a summary plan description will 
be deemed to have complied with para¬ 
graph <m) (2) of this section if it in¬ 
cludes the following statement in the 
summary plan description: 

Benefits under this plan are Injured by the 
Pension Benefit Guaranty Corporation 
(PBOC) If the plan terminate*. Generally, 
the PBGC guarantee* most veetrd normal 
ni;© retirement benefits, early retirement 
benefits, and certain disability and survivor’s 
pensions. However, PBGC does not guarantee 
itU type* of benefits under covered plans, and 
the amount of benefit protection Is eubject 
to certain limitations. 

The PBOC guarantees vested benefits at 
the level in effect on tbo date of plan ter¬ 
mination. However, If a plan baa been in 
offect lean than five years before It ter¬ 
minates, or If benefits have been increased 
within the five yearn before plan termina¬ 
tion. the whole amount of the plan's vested 
benefits or the benefit Increase may not be 
guaranteed. In addition, there to a celling 
on the amount of monthly bene fit that PBGC 
guarantee*, which to adjusted periodically 

Por more Information on the PBGC In¬ 
surance protection and its limitations, adt 
your Plan Administrator or the PBGC. In¬ 
quiries to the PBOC should be addimod to 
the Office of Communications, PBOC. 2020 K 
Street NW, Warhlngton, DC. 20000. The 
PBGC Office or Communications mav also be 
reached by calling 4202) 254 4817. 

<n> In the case of an employee pen¬ 
sion benefit plan, a description and ex¬ 
planation of the plan provisions for 
determining years of service for eligi¬ 
bility to participate, vesting, and breaks 
in service, and years of participation for 
benefit accrual. The description shall 
state the service required to accrue full 
benefits and the manner in which accrual 
of benefits is prorated for employees foil¬ 
ing to complete full service for a year. 

40) In the case of an employee pen¬ 
sion benefit plan that will use the "cut¬ 
back* rule of Internal Revenue Service 
Revenue Ruling 76-378, IRB 1976-40. 
October 4. 1976. to make retroactive 
changes In the vesting or accrual provi¬ 
sions described in the summary plan 
description, a statement that certain 
provisions of the plan are subject to 
amendment which directly or Indirectly 
modifies certain plan rights and benefit*, 
the nature of such modification* the 
identification by reference of such plan 
provisions, and the Identification by 
reference of the portions of the summary 
plan description where such provisions 
are described. Such statement may be 
either printed within the text of the 
summary plan description or it may be 
printed in a separate sheet and disclosed 
together with the summary plan descrip¬ 
tion. 

(p) The sources of contributions to 
the plan—for example, employer, cm* 
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ployee organization, employees—and the 
method by which the amount of contri¬ 
bution is calculated. Defined benefit pen¬ 
sion plans may state without further ex¬ 
planation that the contribution Ls 
actuarially determined. 

«q» The identity of any funding me¬ 
dium used for the accumulation of assets 
through w hich benefits are provided. The 
summary plan description shall identify 
any insurance company, trust fund, or 
any other institution, organization, or 
entity which maintains a fund on behalf 
of the plan or through which the plan is 
funded or benefits arc provided; 

«r» The date of the end of the year 
for purposes of maintaining the plan's 
fiscal records; 

(s> The procedures to be followed in 
presenting claims for benefits under the 
plan and the remedies available under 
the plan for the redress of claims which 
are denied in whole pr fn part ‘including 
procedures required under section 503 of 
Title I of the Act); and 

<t)(l» the statement of ERISA rights 
described in section 104(c) of the Act. 
containing the information applicable to 
the plan included In the model state¬ 
ment of paragraph (t) (2) of this sec¬ 
tion. Information which ts not applica¬ 
ble to the plan is not required to be 
included. The statement may contain ex¬ 
planatory' and descriptive provisions in 
addition to those prescribed in paragraph 
(fc> <2> of this section. However, the style 
and format of the statement shall not 
have the effect of misleading, misinform¬ 
ing or failing to inform participants and 
beneficiaries of a plan. Any additional 
explanatory information shall be uTitten 
in a manner calculated to be understood 
by the average plan participant, taking 
into account factors such as the level of 
comprehension and education of typical 
participants in the plan and the complex¬ 
ity of the items required under this sub¬ 
paragraph to be included in the state¬ 
ment. Inaccurate or misleading explana¬ 
tory material will fail to meet the re¬ 
quirements of this section. 

(2) A plan administrator who uses the 
language of the statement set forth be¬ 
low will be deemed to meet the require¬ 
ments of paragraph <t>(I) of this sec¬ 
tion. Information which is not applicable 
to a particular plan may be deleted. 

<3> As a participant In ‘Name of 
Plan) you arc entitled to certain rights 
and protections under the Employee 
Retirement Income Security Act of 1974. 
ERISA provides that all plan partici¬ 
pants shall be entitled to: 

<!> Examine, without charge, at the 
plan administrator’s office and at other 
locations (worksites and union halls)* 
all plan documents, including insurance 
contracts, collective bargaining agree¬ 
ments and copies of all documents filed 
by the plan with the U.8. Department 
of Labor, such as annual reports and 
plan descriptloas. 

(11) Obtain copies of all plan docu¬ 
ments and other plan information upon 
written request to the plan administra¬ 
tor. The administrator may make a rea¬ 
sonable charge for the copies. 


(ill) Receive a summary of the plan’s 
annual financial report. The plan admin¬ 
istrator Is required by law to furnish 
each participant with a copy of this 
summary financial report. 

(hr) Obtain, once a year, a statement 
of the total pension benefits accrued and 
the nonforfeitable (vested‘ pension ben¬ 
efits (if any) or the earliest date on 
which benefits will become nonforfeitable 
(vested). The plan may require a writ¬ 
ten request for this statement, but it 
must provide the statement free of 
charge. 

(v> File suit in a federal court. If any 
materials requested are not received 
within 30 days of the participant’s re¬ 
quest. unless the materials were not sent 
because of matters beyond the control 
of the administrator. The court may re¬ 
quire the plan administrator to pay up 
to $100 for each day’s delay until the 
materials are received. 

<4) In addition to creating rights for 
plan participants. ERISA imposes obli¬ 
gations upon the persons who are respon¬ 
sible for the operation of the employee 
benefit plan. 

(5) These persons are referred to as 
*• fiduciaries” in the law. Fiduciaries must 
act solely in the interest of the plan par¬ 
ticipants and they must exercise pru¬ 
dence in the performance of their plan 
duties. Fiduciaries who violate ERISA 
may be removed and required to make 
good any losses they have caused the 
plan. 

(6) Your employer may not fire you or 
discriminate against you to prevent you 
from obtaining a (pension, welfare I 
benefit or exercising your rights under 
ERISA. 

(7) If you are Improperly denied a 
fpension, welfare) benefit In full or in 
part, you have a right to file suit in a 
federal or a state court. If plan fiduci¬ 
aries are misusing the plan’s money, you 
have a right to file suit in a federal court 
or request assistance from the UJ3. De¬ 
partment of Labor. If you are successful 
m your lawsuit, the court may. if It so 
decides, require the other party to pay 
your legal costs, including attorney’s 
fees. 

(8) If you have any questions about 
this statement or your rights under 
ERISA, you should contact the plan ad¬ 
ministrator or the nearest Area Office of 
the U.S. Labor-Management Service Ad¬ 
ministration. Department of Labor. 

§ 2320.102—I Option for diffrrrnt Mini¬ 
mal? plan <le«rriptiun«. 

In some cases an employee benefit plan 
may provide different benefits for vari¬ 
ous classes of participants and benefici¬ 
aries. For example, a plan amendment 
altering benefits may apply to only those 
participants who are employees of an em¬ 
ployer when the amendment is adopted 
and to employees who later become par¬ 
ticipants. but not to participants who no 
longer are employees when the amend¬ 
ment is adopted. ‘See i 2520.104b-4>. 
Similarly, a plan may provide for differ¬ 
ent benefits for participants employed 
at different plants of the employer, or for 
different classes of participants In the 
some plant. In such cases the plan ad¬ 


ministrator may fulfill the requirement 
to furnish a summary plan description to 
participants covered under the plan and 
beneficiaries receiving benefits under the 
plan by furnishing to each member of 
each class of participants and benefici¬ 
aries a copy of a summary plan descrip¬ 
tion appropriate to that class. Each sum¬ 
mary plan description so prepared shall 
follow the style and format prescribed 
in 9 2520.102-2. and shall contain all in¬ 
formation which is required to be con¬ 
tained in the summary Plan description 
under 9 2520.102-3 It may omit informa¬ 
tion which is not applicable to the das* 
of participants or beneficiaries to which 
it is furnished. It should also clearly 
identify on the first page of the text the 
class of participants and beneficiaries for 
which it has been prepared and the 
plan’s coverage of other classes. If the 
classes which the employee benefit plan 
covers are too numerous to be listed ade¬ 
quately on the first page of the text of 
the summary plan description, they may 
be listed elsewhere in the text so long as 
the first page of the text contains a ref¬ 
erence to the page or pages In the text 
which contain this information. If the 
plan administrator elects to prepare 
more than one summary plan descrip¬ 
tion. each such summary plan descrip¬ 
tion shall be filed with the Secretary in 
the manner provided in 3 2520 104a-3 b>. 

§ 2320.101—I Vllrrnntitr method of 

complicmec for certain MirrrxMtr pm 
►ion plain*. 

<a> General Under the authority of 
section 110 of the Act, this section sets 
forth an alternative method of compli¬ 
ance for certain successor pension plans 
in which some participants and benefi¬ 
ciaries not only have their rights set out 
in the plan, but also retain eligibility for 
certaiu benefits under the terms of a 
former plan whJch has been merged into 
the successor. Under the alternative 
method, the plan administrator of the 
successor plan is not required to describe 
relevant provisions of merged plans in 
summary plan descriptions of the suc¬ 
cessor plan furnished after the merger 
to that class of participants and benefi¬ 
ciaries 8till affected by the terms of the 
merged plans. Also, the plan adminis¬ 
trator of the successor plan is not re¬ 
quired to file with the Secretary of La¬ 
bor a copy of the summary plan descrip- 
tion of any merged plan. 

<b) Scope and application. This alter¬ 
native method of compliance is available 
only’ if: 

<1> The plan administrator of the 
successor plan furnishes to the partici¬ 
pants covered under the predecessor 
plan and beneficiaries receiving pension 
benefits under the predecessor plan with¬ 
in 90 days after the effective date of the 
merger: 

*i> A copy of the most recent sum¬ 
mary plan description of the successor 
plan; 

(U) A copy of any summaries of ma¬ 
terial modifications to the successor 
plan not incorporated in the most recent 
summary* plan description; and 

dii) A separate statement containing 
a brief description of the merger, a de- 
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Mrription of the provisions of, and bene¬ 
fits provided by, the predecessor and suc¬ 
cessor plans which are applicable to the 
participants and beneficiaries of the 
predecessor plan, and a notice that cop¬ 
ies of the predecessor and successor plan 
documents, as well as the merger docu¬ 
ments, are available for inspection and 
that copies may be obtained upon writ¬ 
ten request for a duplication charge 
(pursuant to 9 2520.104b-30); and 

<2) After the merger, the plan admin¬ 
istrator. in all subsequent summary plan 
descriptions furnished pursuant to 
$2520.104b-2<a>(2> — 

(D Clearly and conspicuously identi¬ 
fies the class of participants and benefi¬ 
ciaries affected by the provisions of the 
merged plan, and 

til) States the rights of participants 
and beneficiaries to Inspect and copy 
documents as described in paragraph 
< b) < 1) of tills section. 

§ 2520* 104—26 Limited exemption for 
certain unfunded due* financed wel¬ 
fare plan* maintained by employee 
organization*. 

(a) Scope. Under the authority of sec¬ 
tion 104(a) (3) of the Act, a welfare ben¬ 
efit plan that meets the requirements of 
paragraph (b) of this section is ex¬ 
empted from the provlsloas of the Act 
that require (1) filing with the Secretary 
a plan description and annual report and 
<ii> furnishing a summary annual re- 
iv>rt to participants and beneficiaries. 
Such plans may me a simplified method 
of reporting and disclosure to comply 
with the requirements (i) to furnish a 
Mimmary plan description to partici¬ 
pants and beneficiaries and (li) to file a 
copy of the summary plan description 
with the Secretary, os follows: 

d) In lieu of filing a plan description 
and a summary plan description with 
the Secretary. 

<l) filing is made under the Labor- 
Munagement Reporting and Disclosure 
Act (LMRDA) and regulations there¬ 
under, of the Report Form LM-1 or LM- 
1A. together with a copy of the employee 
organisation constitution or by-laws in 
which the plan is described, and 

<li> filing is made of any document 
furnished to participants and benefici¬ 
aries, in accordance with subparagraph 
*3). 

<2) In lieu of filing an annual report 
with the Secretary or distributing & sum¬ 
mary annual report, a filing is made of 
Report Form LM-2 or LM-3, pursuant 
to the LMRDA and regulations there¬ 
under. 

(3><i) The plan meets the require¬ 
ments for furnishing a summary plan 
description of 9 2520.104b~2(f). except 
the requirement of subparagraph (1) of 
that paragraph to have furnished the 
ummary plan description before the date 
ol publication of these regulations. The 
♦ mployee organisation constitution or 
by-laws may be used as the summary 
Plan description. If they meet the re¬ 
quirements of that paragraph. 

<U> Notwithstanding subparagraph 
d), if any provisions of such documents 
indicate that a certain portion of mcm- 
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bers* dues or a certain portion of the 
employee organization's assets will be 
used only for the payment of benefits, 
although such portion of dues or assets 
may legally be used for general employee 
organization purposes, or are subject to 
the claims of general creditors of the 
employee organization, such documents 
may nevertheless be used as the sum¬ 
mary plan description Provided. That: 

(A) The supplement required by 
§ 2520.104b-2<f) contains a clear state¬ 
ment that such portion of dues or assets 
may legally be used for gcne.ral employee 
organization purposes or are subject to 
the claims of general creditors of the em¬ 
ployee organization, and 

<B> The employee organization con¬ 
stitution or by-laws are amended as soon 
as possible following normal procedures 
<e.g. t at the next regularly scheduled em¬ 
ployee organization convention, in the 
case of a constitution or by-laws which 
provide for amendment in regularly 
scheduled conventions) to reflect accu¬ 
rately the funded or unfunded status of 
the plan. 

<b> Application. This exemption is 
available only to welfare benefit plans 
maintained by an employee organization, 
as that term Is defined in section 3(4) 
of the Act. paid for out of the employee 
organization's general assets, which are 
derived wholly or portly from member¬ 
ship dues, and which cover employee or¬ 
ganization members and their benefici¬ 
aries. 

(c> Limitations . This exemption does 
not exempt the administrator from any 
other requirement of Part 1 of Title I 
of the Act 

§2520.101—27 Altrrnalivr method of 
rmttplittnrr for certain unfunded 
due* financed pen-ion plan* main* 
(aim'd by employer organizations. 

(a) Scope. Under the authority of sec¬ 
tion 110 of the Act; a pension benefit 
plan that meets the requirements of par¬ 
agraph (b) of this section is exempted 
from the provisions of the Act that re¬ 
quire ri) filing with the Secretary a plan 
description and annual report and <il) 
furnishing a summary annual report to 
participants and beneficiaries receiving 
benefits. Such plans may use a simplified 
method of reporting and disclosure to 
comply with the requirements (1) to fur¬ 
nish a summary plan description to par¬ 
ticipants and beneficiaries receiving ben¬ 
efits and <ii> to file a copy of the sum¬ 
mary plan description with the Secretary, 
as follows: 

(l) In lieu of filing a plan description 
and a summary plan description with the 
Secretary, 

(i) filing is made under the Labor- 
Management Reporting and Disclosure 
Act (LMRDA) and regulations thereun¬ 
der. of the Report Form LM-1 on LM-1A. 
together with a copy of the employee 
organization constitution or by-laws In 
which the plan Is described, and 

<ii) Filing is made of any document 
furnished to participants and benefi¬ 
ciaries. In accordance with subparagraph 
(3). 
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(2) In lieu of filing an annual report 
with the Secretary or distributing a sum¬ 
mary annual report, a filing is made of 
Report Form LM-2 or LM-3. pursuant to 
the LMRDA and regulations thereunder. 

(3) (I) The plan meets the require¬ 
ments for furnishing the summary plan 
description of f 2520.104b-2<f) except 
the requirement of subparagraph (1) of 
that paragraph to have furnished the 
summary plan description before the 
date of publication of these regulations. 
The employee organization constitution 
or by-laws may be used as the summary 
plan description, If they meet the re¬ 
quirements of that paragraph. 

(li) Notwithstanding subparagraph (O. 
il any provisions of such documents in¬ 
dicate that a certain portion of members' 
dues or a certain portion of the em¬ 
ployee organization's assets will be used 
only for the payment of benefits, al¬ 
though such portion of dues or assets 
may legally be used for general employee 
organization purposes, or are subject to 
the claims of genera] creditors of the 
employee organization, such documents 
may nevertheless be used as the sum¬ 
mary plan description Provided . That: 

(A) The supplement required by 
9 2520.104b-2(f) contains a clear state¬ 
ment that such portion of dues or as¬ 
sets may legally be used for general em¬ 
ployee organization purposes or are sub¬ 
ject to the claims of general creditors of 
the employee organization, and 

(B) The employee organization con¬ 
stitution or by-laws are amended as soon 
as possible following normal procedures 
(e g., at the next regularly scheduled em¬ 
ployee organization convention, in the 
case of a constitution or by-laws which 
provide for amendment in regularly 
scheduled conventions) to reflect accu¬ 
rately the funded or unfunded status of 
the plan. 

(b> Application. This exemption is 
available only to pension benefit plans 
maintained by an employee organiza¬ 
tion, as that term is defined in section 
3(4) of the Act, paid for out of the em¬ 
ployee organization's general assets, 
which arc derived wholly or partly from 
membership dues, and which cover em¬ 
ployee organization members and their 
beneficiaries. 

(c) Limitations. This exemption does 
not exempt the administrator from any 
other requirement of Part 1 of Title I of 
the Act. 

Subpart E—Reporting Requirements 

§ 2520.104a—3 Summary plan «!<*»<■ rip- 
lion. 

(a) Piling obligation. The administra¬ 
tor of a plan subject to the provisions 
of Part 1 of Title I of the Act shall file 
with the Secretary of Labor a copy of 
the summary plan description which is 
required to be furnished to participants 
covered under the plan and pension plan 
beneficiaries receiving benefits under the 
plan. The copy of the summary plan 
description shall be filed on or before the 
last date on which a summary plan de¬ 
scription may be furnished to such plan 
participants and beneficiaries under oec- 
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tioa 104(b)(1)(B) of the Act and 
9 2520.104b-2. 

<b) Filing of multiple summary plan 
descriptions. In the case of a plan for 
which the plan administrator has chosen 
under f 2520.102-4 to prepare more than 
one summary plan description, the plan 
administrator shall file with the Secre¬ 
tary a copy of each such summary plan 
description and a list identifying each 
such summary plan description. The 
name of the plan sponsor and the em¬ 
ployer identification number <EIN) as¬ 
signed to the plan sponsor by the In¬ 
ternal Revenue 8crvicc shall appear on 
the cover page of each summary plan 
description filed and also on the list of 
such summary plan descriptions. 

(c> Terminated plans . (1) If on or be¬ 
fore tiie date by which a plan is required 
to flic a summary plan description or up¬ 
dated summary plan description under 
this section, the plan has terminated 
within the meaning of subparagraph (2), 
such plan Is not required to file a sum¬ 
mary plan description with the Secretary, 

(2> For purposes of this section, a plan 
shall be considered terminated if: 

(1) In the case of an employee pension 
benefit plan, all distributions to partici¬ 
pants and beneficiaries have been com¬ 
pleted; and 

Ml) In the case of an employee welfare 
benefit plan, no claims can be incurred 
which will result in a liability of the 
plan to pay benefits. A claim is incurred 
upon the occurrence of the event or con¬ 
dition from which the claim arises 
(whether or not discovered). 

<d> Filing address. The summary t *an 
description shall be filed with the Secre¬ 
tary of Labor by mailing it to SPD. 
Pension and Welfare Benefit Programs, 
U.S. Department of Labor, 200 Constitu¬ 
tion Ave. N.W., Washington. D.C. 20216. 
or by delivering it during normal working 
hours to Room N^4635, US. Department 
of Labor, 200 Constitution Ave. N.W.. 
Washington. D.C. 

<e) Alternative requirements for plans 
subject to the alternative KRIS A Notice 
requirements . See $ 2520.104b-2. and 
l 2520.104-5 or I 2520.104-6. Sec 9 2510.- 

3-3 (d). 

Subpart F—Disclosure Requirements 

§2520.10 lb—2 Sunmi«n plan tlcMTip- 
lion. 

<a. Obligation to furnish. Under Ur * 
authority of sections 104<h>(l> and 104 
(c) of the Act. the plan administrator of 
an employee benefit plan subject to the 
provisions of Part 1 of Title I shall fur¬ 
nish a copy of the summary plan descrip¬ 
tion and a statement of ERISA rights as 
provided in 9 2520.102-3 (t). to each par¬ 
ticipant covered under the plan (as de¬ 
fined In $ 2510.3-3(d)). and each bene¬ 
ficiary receiving benefits under a pen¬ 
sion plan on or before the later of: 

< 1) The date which Is 90 days after the 
employee becomes a participant, or (in 
the case of a beneficiary receiving bene¬ 
fits under a pension plan) within 90 days 
after he or she first receives benefits, 
except as provided in $ 2520.104b-4(a), 
or. 

(2) Within 120 days after the plan 
becomes subject to Part 1 of Title I. 


(b) Periods for furnishing updated 
summary plan descriptions. I Reserved 1 

(c) Alternative ERISA Notice require - 
meat*. A plan which elected to comply 
with the alternative ERISA Notice pro¬ 
cedure provided in § 2520.104-5 or 
l 2520.104-8 Is not required to furnish 
a copy of the summary plan description 
to participants and beneficiaries until 
the time described in the applicable sec¬ 
tion. and will be deemed to have satis¬ 
fied the requirements of section 104(b) 
(1MB) of the Act untfi such time. 
Thereafter, the requirements of section 
104(b) (1) (B) of the Act anc this section 
must be met in full. 

(d> Use of form EBS-1 as summary 
plan description . The plan administrator 
of an employee benefit plan shall be 
deemed to have satisfied the require¬ 
ments of section 104(b)(1)(B) of the 
Act and this section for the initial dis¬ 
closure of the summary plan description 
if the plan administrator filed a sum¬ 
mary plan description pursuant to pro¬ 
posed 5 2520.104a-3(d) of the June 9. 
1975. proposed regulations (40 FR 
24642); 9 2520.104-3 as issued on AprU 
30. 1975 (40 FR 19469; see also 40 FR 
20628. May 12.1975); proposed 59 2522.40 
and 2523.30 as published on December 4. 
1974 <39 yR 4224H ; and the instructions 
on old form EBS-1 (bearing print date 
4/75). and if the plan administrator 
furnished copies of a complete Form 
EBS-1 bearing print date 4/75 to partici¬ 
pants covered under the plan and bene¬ 
ficiaries receiving benefits under the 
plan. 

(2> Under the authority of section 
104(c) of the Act. a plan described in 
subparagraph (1) shall furnish to par¬ 
ticipants covered under the plan and 
beneficiaries receiving benefits under the 
plan a statement of ERISA rights which 
complies with 5 2520.102-3(t) on or be¬ 
fore July 15. 1977. 

(e) Disclosure obligation for plans 
which filed and disclosed by May 30. 
1976 in reliance upon regulations of the 
Department. The plan administrator of 
an employee benefit plan shall be deemed 
to have satisfied the requirements of 
section 104(b) (1) (B) of the Act and this 
section for the initial disclosure of the 
summary plan description if the plan ad¬ 
ministrator filed a summary plan de¬ 
scription based upon the final regulations 
published in the Federal Register on 
August 15. 1975 (40 FR 34526) and on 
specific sections of the proposed regula¬ 
tions published in the Federal Register 
on June 9.1975 (40 FR 24642) in reliance 
upon the preamble to the final regula¬ 
tions published in the Federal Register 
on April 23. 1976 (41 FR 16957) and an¬ 
nounced In Departmental press release 
USDL 76-706. published April 21. 1976. 
and If the plan administrator furnished 
to participants covered under the plan 
and pension plan beneficiaries receiving 
benefits under the plan copies of such 
summary plan description. 

(2) Under the authority of section 104 
(c> of the Act, a plan described in sub- 
paragraph (1) shall furnish to partici¬ 
pants covered under the plan and pen¬ 
sion plan beneficiaries receiving benefits 
under the plan a statement of ERISA 


rights which complies with 9 2520.102-3 
(t> on or before July 15. 1977. 

(f) Disclosure obligation for all other 
plans which previously filed and dis¬ 
closed the summary plan description. (1) 
This section applies to those employee 
benefit plans which have filed with the 
Secretary and disclosed to participants 
covered under the plan and pension plan 
beneficiaries receiving benefits under the 
plan a summary plan description on or 
after September 2. 1974 and before the 
date of publication of these regulations 
and w’hich are not described in para¬ 
graphs <d) or (e> of this section. 

<2> The plan administrator of an em¬ 
ployee benefit plan described In para¬ 
graph (f)(1) of this section shall be 
deemed to have satisfied the require¬ 
ments of section 104(b)(1)(B) of the 
Act and tills section for the initial dis¬ 
closure of the summary plan description 
and the disclosure of the first updated 
summary plan description if the plan ad¬ 
ministrator: 

M) Furnishes to participants covered 
under the plan and pension plan bene¬ 
ficiaries receiving benefits under the plan 
on or before July 15. 1977 a copy of a 
supplement to the summary plan de¬ 
scription which Includes any Items of 
information required by 9 2520.102-3 
which were not included in the earlier 
document and which, taken together 
with the earlier document meets the 
style and format requirements of 9 2520 - 
102-2. The requirement of §2520.102-2 
(b) that benefit restrictions be described 
or cross referenced adjacent to the de¬ 
scription of benefits will deemed satis¬ 
fied if the supplement contains a state¬ 
ment which references participants to 
the descriptions of benefits and benefit 
restrictions in the summary plan de¬ 
scription and describes their relation¬ 
ship; and 

(li) Furnishes to participants and 
beneficiaries a summary plan descrip¬ 
tion which meets the requirements of 
99 2520.102-2 and 2520.102-3 within five 
years (or ten years) of the date of dis¬ 
closure described in subparagraph < i). 

<g) Terminated plans. (1) If. on or be¬ 
fore the date by which a plan is required 
to furnish a summary plan description 
or updated summary plan description to 
participants and pension plan benefici¬ 
aries under this section, the plan has 
terminated within the meaning of sub- 
paragraph <2>. the administrator of such 
plan is not required to file with the Secre¬ 
tary or to furnish to participants covered 
under the plan or to beneficiaries receiv¬ 
ing benefits under the plan a summary 
plan description. 

(2) For purposes of this section, a plan 
shall be considered terminated If: 

(D in the case of an employee pension 
benefit plan, all distributions to partici¬ 
pants and beneficiaries have been com¬ 
pleted; and 

(U) in the case of an employee welfare 
benefit plan, no claims can be Incurred 
which will result in a liability of the plan 
to pay benefits. A claim is incurred upon 
the occurrence of the event or condition 
from which the claim arises (whether or 
not discovered). 
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(h> Alternative requirements for plans 
subject to the alternative ERtSA Notice 
requirements . Sec f 2520.104-5 or § 2520.- 
104-0. See 8 2510.3-3(d>. 

<l) SMc and format of the summary 
plan description . See 8 2520.102-2. 

(J) Contents of the summary plan de¬ 
scription. See 8 2520.102-3. 

<k) Option for different summary plan 
descriptions. See 8 2520.102-4; 8 2520.- 
104-26; and 8 2520.104-27 
<1> Employee benefit plan—partici¬ 
pant covered under a plan. See 8 2510.3- 
3»d>. 

§ 2.)20.l01k-3 Summary of matcruil 
modificalkm* to the plan and change* 
in the in formal ion rec|uirrd to he 
included in the nummary plan de¬ 
scription. 

<a> The administrator of an employee 
benefit plan subject to the provisions of 
Part 1 of Title I of the Act shall, tn ac¬ 
cordance with 8 2520.104b-l(b>. furnish 
a summary description of any material 
modification to the plan and any change 
in the information required by section 
102<b) of the Act and 8 2520.102-3 of 
these regulations to be included tn the 
summary plan description to each par¬ 
ticipant covered under the plan and each 
beneficiary receiving benefits under the 
plan. The plan administrator shall fur¬ 
nish this summary, written tn a manner 
calculated to be understood by the aver¬ 
age plan participant, not later than 210 
days after the close of the plan year in 
which the modification or change was 
adopted. This disclosure date is not af¬ 
fected by retroactive application to a 
prior plan year of an amendment which 
makes a material modification to the 
plan; a modification does not occur be¬ 
fore it is adopted. For example, a calen¬ 
dar year plan adopts a modification In 
April, 1978. The modification, by its 
terms, applies retroactively to the 1977 
Plan year. A summary description of the 
material modification Is furnished on or 
before July 29,1979. A plan which adopts 
an amendment which makes a material 
modification to the plan which takes ef¬ 
fect on a date In the future must disclose 
a summary of that modification within 
210 days after the close of the plan year 
In which the modification or change is 
adopted. Under the authority of sections 
104(a) (3) and 110 of the Act. a summary 
description of a material modification or 
< hange is not required to be disclosed If it 
is rescinded or otherwise does not take 
effect. For example, a calendar year plan 
adopts a modification in June, 1978. The 
modification, by Its terms, becomes ef¬ 
fective beginning in plan year 1979. Be¬ 
fore the beginning of plan year 1979. the 
prospective modification Is withdrawn. 
No summary of the material modification 
is required to be disclosed. 

<b> The summary' of material modi¬ 
fications to the plan or changes in infor¬ 
mation required to be included in the 
Minimary plan description need not be 
furnished separately if the changes or 
modifications are described In a timely 
summary plan description. For example, 
a calendar year plan adopts a material 
modification on June 3. 1976. The modi¬ 
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fication is incorporated in a summary 
plan description furnished on July 15, 
1977. No separate summary of the ma¬ 
terial modification is furnished. The plan 
adopts another material modification 
September 15, 1977. A separate summary 
of the modification is furnished on or 
before July 29. 1978. 

(c) The copy of the summary plan de¬ 
scription furnished In accordance with 
88 2520.104b-2(a) <1MI) and 2520.104b- 
4 shall be accompanied by all summaries 
of material modifications or changes in 
information required to be included in 
the summary plan description which 
have not been incorporated into that 
summary plan description. 

<d) Alternative requirements for plans 
subject to the alternative ERJSA Notice 
requirements. See 8 2520.104ar-3; 8 2520 - 
104b- 2 and §2520.104-6 or 2520.104-6. 

(e» Filing obligation for all other plans 
which previously filed and disclosed the 
summary plan description. See f 2520.104 
a-3. 

g 2520.104 l>—i Alternative method of 
compliance for Cumuli ins pension 
plan document* to retired partici¬ 
pant* and their benchciarie* and 
separated participant* with veiled 
benefit*. 

Under the authority of section 110 of 
the Act, in the case of an employee pen¬ 
sion benefit plan— 

(a) A copy of the summary plan 
description or updated summary plan 
description need not be furnished to a 
retired participant, a beneficiary re¬ 
ceiving benefits, or a separated partici¬ 
pant with vested benefits ("vested sepa¬ 
rated participant") within the time 
prescribed in section 104(b) (1) of the 
Act and f 2520J04b-2(a) for furnishing 
the summary plan description, and 
within the five or ten year periods pre¬ 
scribed for furnishing updated summary 
plan descriptions in section 104(b)(1) of 
the Act and « 2520.104b-2<c>. if— 

(1) (1) Such vested separated partici¬ 
pant. beneficiary or retired participant 
was furnished with a copy of a document 
which; 

i A) Satisfies the requirements of sec¬ 
tion 102<a) <1> of the Act and I 2520.102- 
2 < relating to the style and format of the 
summary plan description i and 8 2520.- 
102-3 (relating to the content of the 
summary plan description >: 

<B> Describes the rights and obliga¬ 
tions under the plan of such vested 
separated participant, beneficiary or 
retired participant as of the date stated 
in subparagraph iii>; and 

<C) Was furnished no earlier than the 
date stated in subparagraph (U>. 

<li> For purposes of subparagraphs 
«i> <B> and (C>. the appropriate dates 
are: For a vested separated participant, 
the date of separation; for a beneficiary, 
the date on which payment of benefits 
commences, and for a retired partici¬ 
pant, the date of retirement. 

(iii> In the case of a person who re¬ 
tired, became a beneficiary, or separated 
with vested benefits before July 15, 
1977, a document will be deemed to 
comply with the requirements of sub¬ 
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paragraph <iMA) of this paragraph if 
the document omitted only information 
described in one or more of the provisions 
of § 2520.162-3 listed below, provided 
that a supplement containing such in¬ 
formation, which meets the require¬ 
ments of 8 2520.102-2. Is furnished to the 
retired participant, beneficiary or vested 
separated participant on or before July 
15. 1977: 

(A) Employee identification number 
(EIN). as required by 8 2520.102-2<a>: 

<B) Type of administration, as re¬ 
quired by 8 2520.102-2*e>; 

<C) Name of agent for service of legal 
process, as required by 8 2520.102-2<g>; 

(D# Names and addresses of trustees, 
as required by 8 2520.102-3 <h>; 

<E> Statement regarding plan termi¬ 
nation Insurance as required by 8 2520 - 
102-3(m); 

<F) Date of the end of the fiscal year, 
as required by § 2520.102-3 (r); or 

<G) Statement of ERISA rights, as re¬ 
quired by f 2520.102-3(1). 

(2) No later than the time prescribed 
in section 104(bMi> of the Act and 
8 2520.104b-Ha) for furnishing the sum¬ 
mary plan description, and wdthin the 
five or ten year periods prescribed by 
section 104(b)(1) of the Act and 
8 2520.104b-2<c> for furnishing the up¬ 
dated summary plan description, the re¬ 
tired participant, beneficiary receiving 
benefits under the plan or vested sepa¬ 
rated participant is furnished a notice 
containing the following information: 

<i> A statement that such participant, 
beneficiary, or vested separated partici¬ 
pant may obtain a copy of the summary 
plan description or updated summary 
plan description without charge, upon 
request, from the plan administrator, 
and 

<ii) A statement that the benefit 
rights of such participant, beneficiary or 
vested separated participant are set forth 
in the earlier summary plan description 
described In paragraph <a)(l> of this 
section, and 

(3) The plan administrator furnishes 
a copy of the summary plan description 
or updated summary plan description to 
such participant, beneficiary, or vested 
separated participant without charge, 
upon request. 

*b> A summary description of a ma¬ 
terial modification to the plan or a 
change in the Information required to be 
Included in the summary plan descrip¬ 
tion need not be furnished to a retired 
participant, a beneficiary receiving bene¬ 
fits under the plan, or a vested separated 
participant within the time prescribed in 
section 104(b)(1) of the Act and 
8 2520.104b-3 for furnishing summary 
descriptions of such modifications and 
changes if the material modification or 
change in no way affects such partici¬ 
pants. beneficiary’s, or vested separated 
participant’s rights under the plan. A 
change in trustees, for example. Is Infor¬ 
mation which such a person may need 
to know in order to make Inquiries about 
his or her rights expeditiously, and hence 
must be furnished. 

On the other hand, a modification in 
benefits under the plan to which such 
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participant, beneficiary or vested sepa¬ 
rated participant had not at any time 
been entitled (and would not In the fu¬ 
ture be entitled) would not affect his or 
her rights and hence need not be fur¬ 
nished. If such participant, beneficiary, 
or vested separated participant requests 
a copy of a summary description of a 
material modification or a change which 
was not furnished, the plan admin¬ 
istrator shall furnish the copy, without 
charge. 

Effective date: This regulation shall 
become effective March 15. 1977. 

Signed at Washington. D C., this 11th 
day of March. 1977. 

J. Vernon Ballard, 
Acting Administrator of Pen - 
sion and Welfare Benefit Pro - 
grams. 

I PH Doc .77-7637 Piled 3-11-77:10:22 ami 


PART 2520—RULES ANO REGULATIONS 

FOR REPORTING AND DISCLOSURE 

Deferral of Summary Plan Description 

Reporting and Disclosure Requirements 

The amendments to 15 2520.104-5 and 
2520.104-6 (29 CPH 2520.104-5 and 2520.- 
104-6) contained in this regulation pro¬ 
vide a short additional deferral of the 
Initial summary plan description report¬ 
ing and disclosure requirements for wel¬ 
fare and pension plans, respectively. Sec¬ 
tions 2520.104-5 and 2520.104-6 pres¬ 
ently require that welfare plans and cer¬ 
tain pension plans file a copy of the 
summary plan description with the Sec¬ 
retary, and furnish a copy to partici¬ 
pants covered under the plan and ben¬ 
eficiaries receiving benefits under a pen¬ 
sion plan, not later than March 31.1977. 
The amendments to those sections con¬ 
tained in this document defer the filing 
and disclosure date to July 15,1977. 

These sections have not previously 
been proposed and are promulgated as 
final rules under the authority of 5 U.S.C. 
553(a) (3) (B) of the Administrative Pro¬ 
cedure Act. which permits an agency for 
good cause to issue a final rule without 
notice and opportunity for comment if 
"notice and public procedure thereon are 
impracticable, unnecessary*, or contrary 
to the public interest.** Pursuant to the 
requirements of 5 U.S.C. 553(a)(3)(B), 
a brief statement of reasons supporting 
a finding of good cause by an agency 
must accompany the issuance of a final 
rule without public notice and comment 
under this section. The following findings 
arc made pursuant to 5 U.8.C. 553(a) 
<3><B>: 

Issuance of a proposal to defer the 
March 31. 1977 reporting and disclosure 
deadline tor summary plan descriptions 
would be impracticable because plan ad¬ 
ministrators must have a reasonable pe¬ 
riod of time before a due date in which 
to make preparations for compliance. 
Previous public comments (see 41 FR 
16958) have indicated that the time re¬ 
maining before the March 31. 1977 date 
is inadequate. Consequently, only a cer¬ 
tain, i.e. final, rule would be effective at 
this time. 
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Accordingly, 29 CFR 2520.104-5 and 
2520.104-6 are revised as set forth below. 

Effective date: This regulation shall 
become effective March 15.1977. 

Signed at Washington. D.C. this 11th 
day of March 1977. 

J. Vernon Ballard. 

Acting Administrator of Pension 
and Welfare Benefit Pro¬ 
grams. 

§2520.101—5 Deferral of rertain re¬ 
porting and di*rlo*urr requirement* 
relating to the Minuiur) plan de¬ 
scription for welfare plan*. 

(a) General Buie. Under the authority 
of section 104(a)(3) of the Act. em¬ 
ployee welfare benefit plans described 
in and meeting the conditions of para¬ 
graph (b) may defer certain reporting 
and disclosure requirements that apply 
on and after May 30. 1976. These re¬ 
quirements may be deferred until dates 
that are no earlier than July 15. 1977. 
as provided in paragraph (c). This de¬ 
ferral is available only to welfare plans 
that are subject to the provisions of 
Port 1. Title I on or before December l. 
1976. The requirements that may be de¬ 
ferred include filing a copy of a sum¬ 
mary plan description with the Secre¬ 
tary. furnishing a copy of a summary 
plan description to participants of a 
plan: filing material modifications to the 
plan and changes in the Information re¬ 
quired to be included in the summary 
plan description with the Secretary: 
and furnishing u summary description 
of such modifications or changes to par¬ 
ticipants of a plan and furnishing a copy 
of the latest summary plan description 
to participants and beneficiaries upon 
written request. Welfare plans which be¬ 
come subject to Part 1 on or after De¬ 
cember 2,1976 but before March 17. 1977 
may defer the requirements described in 
the preceding sentence until the times 
described in paragraph (c>. Such plans 
are not required to meet the conditions 
of paragraph (b>. Welfare plans which 
become subject to Part 1 on or after 
March 17. 1977. shall meet the general 
reporting and disclosure provisions set 
forth in Part 1 and regulations Issued 
thereunder. 

(b) Application . (J) In the case of a 
welfare plan subject to the provisions of 
Part 1. Title I of the Act on or before 
March 2. 1976. the plan administrator 
may defer until the times specified in 
paragraph (o) compliance with the fol¬ 
lowing requirements: to file a copy of the 
summary plan description with the Sec¬ 
retary on or before May 30. 1976. in ac¬ 
cordance with section 104(a)(1)(C) of 
the Act and § 2520.104-3: to furnish a 
copy of the summary plan description to 
participants on or before May 30. 1976 in 
accordance with section 104(b) il> of the 
Act and 5 2520.104-3: to file with the Sec¬ 
retary material modifications to the plan 
and changes in the information required 
to be included in the summary plan de¬ 
scription In accordance with section 
104(a) (1) (D) of the Act and 5 2520.104- 
3; to furnish a summary description of 
such modifications and changes to par¬ 
ticipants in accordance with section 104 


(b)(1) of the Act and | 2520.104-3: and 
to furnish a copy of the latest summary 
plan description to any participant or 
beneficiary upon written request In 
accordance with section 104(b)(4 i 
of the Act and § 2520.104-3; if the 
administrator , 

(!) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b- 5 
on or before May 30.1976 to each partici¬ 
pant covered under the plan as of March 
2. 1976. 

(11) Furnishes an ERISA Notice which 
meets the requirements of § 2520.1045-5 
to each person who becomes a partici¬ 
pant covered under the plan after March 
2. 1976 and before December 2, 1976. 
within 90 days after that person becomes 
a participant covered under the plan and 

(ill) Furnishes a copy of the ERISA 
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary to whom no copy of the 
Notice has been previously furnished. 

(2) In the case of a welfare plan sub¬ 
ject to the provisions of Part 1. Title I 
of the Act after March 2. 1976 but before 
December 2,1976. the plan administrator 
may defer compliance with the following 
requirements: to file a copy of the sum¬ 
mary plan description with the Secretary 
within 120 days after becoming subject 
to Part 1. Title I in accordance with sec¬ 
tion 104(a)(1)(C) of the Act; to furnish 
a copy of the summary plan description 
within 120 days after becoming subject 
to Part 1. Title I in accordance with sec¬ 
tion 104(b)(1) of the Act; to file with the 
Secretary material modifications and 
changes in the information required to 
be included in the summary plan descrip¬ 
tion in accordance with section 104(a> 
(1) (D) of the Act; to furnish a summary 
description of such modifications and 
changes to participants in accordance 
with section 104(b)(1) of the Act; and 
to furnish a copy of the latest summary* 
plan description to any participant or 
beneficiary upon request in accordance 
with section 104(b) (4) of the Act; if the 
administrator 

(D Furnishes an ERISA Notice which 
meets the requirements of § 2520.1045-5 
within 90 days after the date the plan be¬ 
comes subject to the provisions of Part 1. 
Title I. to each person who is a partici¬ 
pant covered under the plan on the date 
the plan becomes subject to the provi¬ 
sions of Part 1. Title I. 

(U) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-f> 
to each person who becomes a partici¬ 
pant covered under the plan after the 
date on which the plan becomes subject 
to the provisions of Part 1. Title I and 
before December 2. 1976. within 90 day* 
after that person becomes a participant 
covered under the plan, and 

(iff) Furnishes a copy of the ERISA 
Notice, w ithout charge, upon request to 
any participant covered under the plan 
or beneficiary to whom no copy of the 
Notice has been previously furnished. 

(3) The administrator of a welfait 
plan w r ho elects to defer compliance with 
the statutory requirements described in 
paragraph (bXl) or (b)(2) is not re¬ 
quired to file with the Secretary a copy 
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of the ERISA Notice furnished to partic¬ 
ipants; however, such Notice must be 
filed with the Secretary upon request in 
accordance with section 104faXl> of 

the Act. 

• c) The administrator of a welfare 
plan who elects to defer compliance with 
the statutory requirements described In 
paragraph <b> (1> or <b) (2) 

(1» Shall file a copy of the summary 
plan description with the Secretary on 
or before July 15. 1977. in accordance 
with section 104<a> < 1 > <C) of the Act. 

<2> Shall furnish a copy of the sum¬ 
mary plan description on or before 
July 15. 1977 to each participant cov¬ 
ered under the plan as of April 16, 1977. 
In accordance with section 104 *b> *1) of 
the Act* 

• 3» Shall furnish u copy of the sum¬ 
mary plan description to each person 
who becomes a participant covered un¬ 
der the plan after April 16. 1977 with¬ 
in 90 days after that person becomes a 
participant covered under the plan, in 
accordance with section I04'b)(l> of 
the Act, and 

(4 1 Shall comply with the follow¬ 
ing provisions on and after July 15.1977: 

(i) Section 104<b)<4) of the Act and 
{ 2520.104b-l, to the extent that they 
require a plan administrator to furnish 
a copy of the latest summary plan 
description to any participant or bene¬ 
ficiary upon written request, and 

<ii) The provisions of sections 104*a> 
<1MD> and 104<b> Cl) of the Act that 
require filing with the Secretary and 
furnishing to participants and benefici¬ 
aries receiving benefits a summary de¬ 
scription of material modifications to the 
plan and changes in information re¬ 
quired to be Included in the summary 
plan description except that no summary 
description is required to be furnished 
for material modifications and changes 
in the Information required to be in¬ 
cluded in the summary plan description 
if any such modification or change has 
been incorporated in the initial summary 
plan description furnished on or before 
July 15. 1977. 

§2520.101—6 Drfrnrn! of «vrt«in re¬ 
porting Mini dfoclitoure requirement* 
relnting la the Minnunn ptnn «le*rrip- 
tion for pension plan*. 

(a> Geivercd Rule. Under the author¬ 
ity of section 110 of the Act. an alterna¬ 
tive method of compliance which defers 
certain reporting and disclosure require¬ 
ments that apply on and after May 30. 
1976 is provided for employee pension 
benefit plans described in and meeting 
the conditions of paragraph (b>. The 
alternative method of compliance per¬ 
mits pension plans to defer these re¬ 
quirements until the times set in para¬ 
graph <c>, and applies only to pension 
plans subject to the provisions of Part 1, 
Title I of the Act on or before Decem¬ 
ber 2. 1976. The requirements which may 
be deferred include filing a copy of the 
summary plan description with the Sec¬ 
retary. furnishing a copy of the sum¬ 
mary plan description to participants 
and beneficiaries of a plan, filing mate¬ 
rial modifications and changes in the 
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information required to be included in 
the summary plan description with the 
Secretary, furnishing a summary de¬ 
scription of such modifications or 
clianges to participants and beneficiaries 
of a plan, and furnishing a copy of the 
latest summary plan description upon 
written request. Pension plans which be¬ 
come subject to Part 1 on or after De¬ 
cember 2. 1976 but before March 17. 1977 
may defer the requirements described in 
the preceding sentence until the times 
described In paragraph <c). Such plans 
are not required to meet the conditions 
of paragraph <b). Pension plans which 
become subject to Part 1 on or after 
March 17, 1977 shall meet the general re¬ 
porting and disclosure provisions set 
forth in Part 1 and regulations issued 
thereunder. 

(b> Application, ill In the case of a 
pension plan subject to the provisions of 
Part 1. Title I of the Act on or before 
March 2. 1976. the plan administrator 
may defer until the times specified in 
paragraph <c) compliance with the fol¬ 
lowing requirements: to file a copy of 
the summary’ plan description with the 
Secretary' on or before May 30. 1976 in 
accordance with section 104 <aniXc> of 
the Act and §2520.104-3: to furnish a 
copy of the summary' plan description to 
participants and beneficiaries receiving 
benefits on or before May 30, 1976 in 
accordance with section 104<a> <1X0* of 
Act and § 2520.104-3; to file with the 
Secretary material modifications and 
changes in the information required to 
be included in the summary plan de¬ 
scription in accordance with section 104 
CaXlXD) of the Act and § 2520.104-3; 
to furnish a summary of such modifica¬ 
tions and changes to participants and 
beneficiaries receiving benefits in accord¬ 
ance with section 104(b)(1) of the Act 
and I 2520.104-3; and to furnish a copy 
of tlie latest summary plan description 
to any participant or beneficiary upon 
written request in accordance with sec¬ 
tion 104<b) <4> of the Act and 5 2520.- 
104-3; if the administrator: 

<i> Furnishes an ERISA Notice which 
meets the requirements of 5 2520.104b-5 
on or before May 30.1976 to each partici¬ 
pant covered under the plan and bene¬ 
ficiary' receiving benefits as of March 2, 
1076. 

<il> Furnishes an ERISA Notice which 
to each person who becomes a partici¬ 
pant covered under the plan or a benefi¬ 
ciary receiving benefits after March 2. 
1976 but more than 120 days before the 
date prescribed in paragraph <c>. within 
90 days after that person becomes a par¬ 
ticipant covered under the plan or bene¬ 
ficiary' receiving benefits, and 

(ill) Furnishes a copy of the ERISA 
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary' receiving benefits to whom 
no copy of the Notice has been previously 
furnished. 

In the cose of a pension plan sub¬ 
ject to the provisions of Part 1. Title I 
of the Act after March 2. 1976 but before 
December 2. 1976, the plan administrator 
may defer compliance with the following 
requirements: to file a copy of the sum¬ 
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mary plan description with the Secre¬ 
tary within 120 days after becoming sub¬ 
ject to Part 1. Title I in accordance with 
section 1044a) (l) (C) of the Act; to fur¬ 
nish a copy of the summary plan descrip¬ 
tion to participants and beneficiaries re¬ 
ceiving benefits within 120 days after 
becoming subject to Part 1. Title I in 
accordance with section 104«b> U) of the 
Act; to furnish a summary description 
of such modifications and changes to 
participants and beneficiaries receiving 
benefits In accordance with section 104 
(b> < 1 > of the Act; and furnish a copy of 
the latest summary plan description to 
any participant or beneficiary upon writ¬ 
ten request in accordance with section 
104«bX4> of the Act; to file with the 
Secretary material modifications and 
changes in the information required to 
be included in the summary* plan descrip¬ 
tion in accordance with section 104(a) 

(1) (D) of the Act; to furnish a summary 
description of such modifications and 
changes to participants and beneficiaries 
receiving benefits in accordance with 
section l04<bXl> of the Act; and to 
furnish a copy of the latest summary 
plan description to any participant or 
beneficiary upon written request in ac¬ 
cordance with section 104(b) <4 > of the 
Act; if the administrator 

Cl) Furnishes an ERISA notice which 
meets the requirements of 5 2520 104 b-5 
within 90 days after the date the plan 
becomes subject to the provisions of Part 
I. Title I to each person who is a partici¬ 
pant covered under the plan or bene¬ 
ficiary receiving benefits on the date the 
plan becomes subject to the provisions 
of Part 1. Title I. 

<ii) Furnishes an ERISA Notice which 
meets the requirements of i 2520.104b-5 
to each person who becomes a partici¬ 
pant covered under the plan or a bene¬ 
ficiary receiving benefits after the date 
on which the plan becomes subject to 
the provisions of Part 1, Title I but more 
than 120 day's before the date prescribed 
in paragraph <c>. within 90 dayS after 
that person becomes a participant 
covered under the plan or a beneficiary 
receiving benefits: and 

• UK Furnishes a copy of the ERISA 
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary receiving benefits to whom 
no copy of the Notice has been previously 
furnished. 

(3) The administrator of a pension 
plan who electa to defer compliance with 
the requirements described in paragraph 
(bMl> or (bM2> is not required to file 
a copy of the ERISA Notice with the 
Secretary, however, such Notice must 
be furnished to the Secretary upon re¬ 
quest in accordance with section 104* a> 

»1 > of the Act. 

(c)(1) The administrator of a pension 
plan w'hich elects to defer compliance 
with the statutory requirements de¬ 
scribed in paragraph <bxl> or <b'<2>. 

(1) Which files a request for a deter¬ 
mination letter within the period pre¬ 
scribed in section 401(b) of the Internal 
Revenue Code of 1954 and the regula¬ 
tions Issued pursuant thereto, shall com¬ 
ply with the requirements described in 
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paragraph (2) on or before, and the re¬ 
quirements described In paragraph <3> 
on and after, the later of July 15. 1977. 
or 90 days after the date on which notice 
of the final determination with respect to 
the request for a determination letter is 
issued by the Internal Revenue Service, 
the request is withdrawn or the request 
Is otherwise finally disposed of. 

till Which does not Ale a request for 
a determination letter within the period 
prescribed in section 401(b) of the In¬ 
ternal Revenue Code and the regulations 
Issued pursuant thereto, shall comply 
with the requirements described in para¬ 
graph (2) on or before, and the require¬ 
ments described in paragraph <3> on and 
after the later of July 15. 1977 or the 
close of the period prescribed in section 
401 (b> of the Internal Revenue Code of 
1954 and the regulations issued pursuant 
thereto. 

(2> The following requirement* apply 
on or before the date prescribed in para¬ 
graph (l) to a pension plan electing the 
alternative method* of compliance: 




RULES AND REGULATIONS 

(i) The provisions of section 104 (a > 
(1) <C> of the Act and 3 2520.104a-3 that 
require filing a copy of the summary 
plan description with the Secretary. 

till The provisions of section 104 
(b) (1) of the Act and f 2520.104b-2 that 
require furnishing a copy of the sum¬ 
mary plan description to Individuals who 
are participants covered uncler the plan 
or beneficiaries receiving benefits as of 
90 days prior to the date prescribed in 
paragraph (1) and 

(ill) The provisions of section 104 
(b)(1) of the Act and 3 2520.104b-2 that 
require furnishing a summary plan de¬ 
scription to Individuals within 90 days 
after they become participants covered 
under the plan or beneficiaries receiving 
benefits, if they attain such status later 
than 90 days before the date prescribed 
in paragraph U>. 

(3) The following requirements apply 
on or after the date prescribed in para¬ 
graph (1) to a pension plan electing the 
alternative method of compliance: 


/ ' 




1> The Provisions of section 104<b* 
(4> of the Act and 3 2520.104b-l that 
require furnishing a copy of the latest 
summary plan description to any par¬ 
ticipant or beneficiary upon written 
request and 

(It) The provisions of sections 104(a) 
(1) <D) and 104<bxl> of the Act that 
require filing with the Secretary, and 
furnishing to participants and benefici¬ 
aries receiving benefits a summary de¬ 
scription of material modifications to the 
plnn and changes in information re¬ 
quired to be included in the summary 
plan description, except that no sum¬ 
mary description is required to be fur¬ 
nished for material modifications and 
changes in the information required to 
be Included in the summary plan de¬ 
scription if any such modification or 
change has been incorporated in the ini¬ 
tial summary plan description furnished 
on or before the date prescribed in para¬ 
graph (1). 

IFR Doe.77-7464 Plied 3-11-77:10:22 ami 
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DEPARTMENT OF LABOR 

Employment Standards Administration 
[ 20 CFR Part 702 ] 

LONGSHOREMEN'S AND HARBOR WORK¬ 
ERS' COMPENSATION ACT AND RE¬ 
LATED STATUTES 

Administration and Procedures 

AGENCY: Department of Labor. 
ACTION: Proposed rulemaking. 

SUMMARY: This rulemaking is de¬ 
signed to expedite the adjudication of 
claims under the Act by clarifying the 
present provisions with respect to ap¬ 
plications for fees for services on behalf 
of claimants, the role of the Deputy 
Commissioner in informal coimferences 
regarding claims hied under the Act and 
by establishing new procedures to expe¬ 
dite the handling of cases referred Tor 
formal hearing. 

Adoption of these provisions will en¬ 
able the Department to handle more 
efficiently and expeditiously the Increas¬ 
ing number of controverted claims 
arising under the Act. 

extension consultation has been had 
witli members of the Bar representing 
the parties to the proceedings under the 
Act In connection with this proposal. 

DATE: Comments due on or before April 
14, 1977. 

COMMENTS SHOULD BE ADDRESSED 
TO: 

Mr, George M. Lilly. Counsel for Long¬ 
shore Programs. Office of the Solicitor. 
Suite N2716. New DOL Building. 200 
Constitution Avenue. NAV., Washing¬ 
ton. D.C. 20210. Tel: 202-523-7651 

SUPPLEMENTARY INFORMATION: 
These revisions are responsive to the 
demonstrated need to reduce the time 
lags between the referral of a claim for 
formal hearing and the filing of the ad¬ 
ministrative law judge's decision and or¬ 
der. As noted In the Oencral Accounting 
Office Report entitled "Improvements 
Needed in Administration of Benefits 
Program for Injured Workers Under the 
longshoreman's and Harbor Workers' 
Compensation Act." (MND-76-56. dated 
January 12. 1976i . the time lags between 
referral for hearing to the Office of Ad¬ 
ministrative Law Judges and issuance 
of the damlnistrative law Judge decision 
and order were 190 days In Fiscal Year 
1973 and 195 days in 1974. Also, in the 
"OWCP Task Force Report on the Long¬ 
shore and Harbor Workers’ Compensa¬ 
tion Program." released in December, 
1976. it was noted that the average time 
from dute of referral to the date of de¬ 
cision was between six and eight months. 
For the period from October 1. 1976 un¬ 
til February 24. 1977, the average time 
between referral and decision was 
slightly over five months. Additionally, 
numerous complaints were received 
from members of the bar and others re¬ 
garding the time lag problem. 

These revisions are designed specifi¬ 
cally to reduce these time lags and to cx- 
, pedite the adjudication of contested 


claims. It is anticipated that the deputy 
commissioner will moke every effort to 
resolve disputed Issues informally and 
no case shall be referred for formal hear¬ 
ing until the deputy commissioner has 
attempted to resolve such issues and has 
evaluated all available evidence, includ¬ 
ing all available medical InfoYmatlon. If 
referral for hearing becomes necessary, 
the parties are required to submit to the 
deputy commissioner a Pre-hearing 
Statement form listing the specific is¬ 
sue's) in dispute, the witnesses who will 
testify, the evidence to be offered at the 
hearing, os well as other pertinent infor¬ 
mation. all designed to expedite the hear¬ 
ing process. After checking the forms for 
completeness and after any further con¬ 
ferences he considers warranted, the 
deputy commissioner forwards the forms 
and all available medical reports, state¬ 
ments and depositions to the Office of the 
Chief Administrative Law Judge, thereby 
initiating the formal hearing procedure. 
The revisions are designed also to expe¬ 
dite the foxmal hearing procedure by 
allowing continuances of scheduled 
hearings only in cases of extreme hard¬ 
ship. not permitting post hearing briefs 
except in cases Involving novel or un¬ 
usually difficult Issues and then only with 
the permission or at the request of the 
administrative law Judge, and normally 
terminating the hearing upon the con¬ 
clusion of the proceeding at which the 
evidence is submitted to the administra¬ 
tive law Judge without waiting for the 
transcript of the proceedings to be 
printed and delivered to the administra¬ 
tive law Judge before terminating the 
hearing. 

These revisions were prepared in the 
Office of the Solicitor. Employee Bene¬ 
fits Division, under the supervision of the 
Associate Solicitor for Employee Bene¬ 
fits. in cooperation with the Chief Ad¬ 
ministrative Law Judge. 

1. Section 702.132 is revised to read as 
follows: 

§ 702.132 Fce> for *erviee*. 

An attorney or other representative 
seeking a fee for services performed on 
behalf of a claimant with respect to 
claims filed under the Act shall make ap¬ 
plication therefor to the Deputy Commis¬ 
sioner. Administrative Law Judge. Board, 
or court before whom the services were 
performed (see 33 U.8.C. 928(c)). The 
application shall be filed within the time 
limits specified by such Deputy Commis¬ 
sioner. Administrative Law Judge. Board, 
or court. The application shall be sup¬ 
ported by a complete statement of the 
extent and character of the necessary 
work done. Any fee approved shall be 
reasonably commensurate with the ac¬ 
tual necessary work performed, and shall 
take into account the capacity in which 
the representative lias appeared, the 
amount of benefits involved and the fi¬ 
nancial circumstances of the claimant. 
No contract for a stipulated fee or for a 
fee on a contingent basis shall be 
recognized. 

2. Section 702.316 Ls revised to read as 
follows: 


g 702.316 Conclusion of conference; no 
agreement on nil mailer* with rr«pM | 
to the rhiini. 

When it becomes apparent during the 
course of the informal conference that 
agreement on all issues cannot be 
reached, the deputy commissioner shall 
bring the conference to a close and after¬ 
ward prepare a memorandum of confer¬ 
ence setting forth only the issue or Is¬ 
sues in dispute, such pertinent back¬ 
ground as any be appropriate there¬ 
to. and his recommendations for resolu¬ 
tion of the dispute. Copies of this 
memorandum shall then be sent by cer¬ 
tified mall to each of the parties or the Jr 
representative, who shall then have 14 
days in which to signify in writing to th? 
deputy commissioner whether they agree 
or disagree with his recommendation 
If they agree, the deputy commissioner 
shall proceed as in ft 702.315(a). If they 
disagree (Caution: sec ft 702.134«b> * 
then the deputy commissioner may 
schedule such further conference or con¬ 
ferences as. In his opinion, may bring 
about agreement or. if he is satisfied that 
any further conference would be unpro¬ 
ductive or If any party has requested a 
hearing, he shall prepare the case for 
transfer to the office of the Chief Ad¬ 
ministrative Law Judge (see ft 702.331 et 
seq.). No such case shall be transferred 
to the Chief Administrative Law Judge 
until the deputy commissioner has at¬ 
tempted to resolve all outstanding issuer 
and hag evaluated all available evidence, 
including all available medical informa¬ 
tion. 

3. Section 702.317 is revised to read as 
follows: 

§ 702.317 I'rrpariilimi nm! tfawfiv of 

the r*»f for hearing. 

A case Is prepared for transfer In the 
following manner: 

(a>. The Deputy Commissioner shall 
furnish each of the parties or their rep¬ 
resentatives with a copy of a Pre-Hearing 
Statement form. 

<b> Each party shall within 21 day* 
after receipt of such form, complete it 
and return it to the Deputy Commis¬ 
sioner and serve copies on each other 
party. Extensions of time for good cause 
shown may be granted by the Deputy 
Commissioner. 

<c) Upon receipt of the completed 
forms the Deputy Commissioner, after 
checking them for completeness and 
after any further conferences as. in hi* 
opinion, are warranted, shall forward 
them to the Office of the Chief Adminis¬ 
trative Law Judge by letter of trans¬ 
mittal together with all available medical 
reports, statements and depositions (ex¬ 
clusive of X-rays. slides and other ma¬ 
terials not suitable for mailing which 
may be offered into evidence at the time 
of hearing*. 

cd) If the completed Pre-Hearing 
Statements raised new or additional is¬ 
sues not previously considered by the 
Deputy Commissioner or indicate that 
new medical or other evidence will be 
submitted or that additional medical ex¬ 
aminations are indicated, the Deputy 
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Commissioner shall, in conformance with 
f 702.316. transfer the case to the Office 
of Administrative Law Judges only after 
having considered all outstanding Issues 
and only after having evaluated all avail¬ 
able medical reports and other relevant 
evidence In conformance with § 702.136. 
A case shall not be considered ready for 
transmittal unless oil necessary medical 
reports and other documents which a 
party Intends to offer at the hearing are 
filed with and have been fully considered 
by the Deputy Commissioner. 

(e) If it comes to the attention of the 
Deputy Commissioner that any party is 
deliberately procrastinating and delay¬ 
ing the filing of his Pre-Hearing State¬ 
ment* the Deputy Commissioner may. 
at his discretion, transmit the case with¬ 
out that party's Pre-Hearing Statement. 
However, such transmittal shall Include 
a statement from the Deputy Commis¬ 
sioner setting forth the circumstances 
causing the failure to Include the Pre- 
Hearing Statement and such party’s fail¬ 
ure to submit a Pre-Hearing Statement 
may be considered by the Administra¬ 
tive Law Judge in subsequent rulings on 
motions which may be made In the 
course of formal hearing. 

4. Section 702.331 Is revised to read 
as follows: 

§ 702.331 Form*! hearing*; procedure 
initiating. 

Formal hearings are Initiated by 
transmitting to the Office of the Chief 
Administrative Law Judge the Pre-Hear¬ 
ing Statements, the medical evidence 
and the letter of transmittal from the 
deputy commissioner as provided In 
HI 702.316 and 702.317. 

5. Section 702.335 is revised to read 
as follows: 

§ 702.335 Formal hearings; notice. 

The Office of the Chief Administra¬ 
tive Law Judge shall notify, on a form 
prescribed for this purpose, the parties 
(see fi 702.333) of the scheduling of a 
formal hearing not less than 10 days In 
advance thereof. 

6. Section 702.336 is revised to read as 
follows: 

§ 702.336 Formal hearing*; new imuc*. 

(a) If. during the course of the formal 
hearing, the evidence presented warrants 


consideration of an issue not previously 
considered, the hearing may be ex¬ 
panded to include such new Issue. If In 
the opinion of the Administrative Law 
Judge such new issue requires additional 
time for preparation, the parties shall 
be given a reasonable time in which to 
prepare for such new issue. At the re¬ 
quest of either party or on his own mo¬ 
tion. the Administrative Law Judge may 
remand the entire case to the Deputy 
Commissioner for his consideration and 
resolution if such new evidence had not 
been previously considered by the Deputy 
Commissioner and in the opinion of the 
Administrative Law Judge the considera¬ 
tion of such new issue by the Deputy 
Commissioner may resolve the issue 
without the necessity of a formal hear¬ 
ing. The Administrative Law Judge may 
consult with the Deputy Commissioner 
regarding the advisability of such re¬ 
mand. 

7. Section 702.337 is revised to read as 
follows: 

§ 702.337 Formal hearing*; change of 
time or place for hearing; postpone¬ 
ment*. 

(a) Except for good cause shown, 
hearings shall be held at convenient lo¬ 
cations not more than 75 miles from the 
claimant's residence. 

(b) Once a formal hearing has been 
scheduled, continuances shall not be 
granted except In cases of extreme hard¬ 
ship. Requests for Continuances must be 
received by the Chief Administrative 
Law Judge at least 5 days before the 
scheduled hearing date, unless the 
ground for the request arises thereafter: 
must be served on other parties: and 
must specify the extreme hardship 
claimed. 

(c) The Chief Administrative Law 
Judge or the Administrative Law Judge 
assigned to the case may change the time 
and place for the hearing, or temporarily 
adjourn a hearing, on his own motion or 
for good cause shown by a party. The 
parties shall be given not less than 10 
days' notice of the new time and place of 
the hearing, unless the parties agree to 
such change without notice. 

8. Section 702.341 Is revised to read as 
follows: 


g 702.341 Formal hearing*; t!rpo*l. 
lion*; interrogator!***. 

The testimony of any party or witness 
may be taken by deposition or interroga¬ 
tory according to the rules of practice of 
the Federal District Court for the Ju¬ 
dicial district in which the case is pend¬ 
ing. However, such depositions must be 
completed within reasonable limes to be 
fixed by the Chief Administrative Law 
Judge or Administrative Law Judge. 

9. Section 702.343 Is revised to read as 
follows: 

g «U2.3I3 Formal iiraring-; oral argu¬ 
ment and xrillrn allrgulitm*. 

The parties, upon their request, shall 
be allowed a reasonable time for the pres¬ 
entation of oral argument and shall be 
permitted to flic pre-hearing briefs or 
other written statements of allegations 
as to facts or law. Copies of such pre¬ 
hearing brief or other written statement 
shall be filed with the Chief Administra¬ 
tive Law Judge or Administrative Law 
Judge before or during the hearing and 
must be served on all parties In interest 
by the party submitting the statement. 
Post-hearing briefs will be permitted only 
in coses involving novel or unusually dif¬ 
ficult legal or factual issues and only 
with the permission or at the request of 
the Administrative Law Judge. Enlarge¬ 
ments of time for filing post-hearing 
briefs will be granted only for good cause 
shown. Delay in the receipt of tran¬ 
scripts shall not ordinarily constitute 
good cause for granting enlargements of 
time for filing post-hearing brlc(6. 

10. Section 702.347 is revised to read as 

follows: 

§ 702.347 Formal In uring* • Irrminu- 
lion. 

(a) Formal hearings are normally 
terminated upon the conclusion of the 
proceeding at which the evidence is sub¬ 
mitted to the Administrative Law Judge. 

(b) In exceptional cases the Chief Ad¬ 
ministrative Law Judge or the Adminis¬ 
trative Law Judge may. in his discretion, 
extend the time for official termination 
of the hearing. 

(33 UB.C. 939.) 

Dated: March 9th. 1977. 

Ray Marshall, 
Secretary of Labor. 

| PR Doc 77-7463 Pllod 3-14-77;8:45 ami 
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DEPARTMENT OF LABOR 
Office of the Secretary 
[ 29 CFR Parts 94. 95. 98. 99 1 

PUBLIC JOBS PROGRAM UNDER THE 

COMPREHENSIVE EMPLOYMENT AND 

TRAINING ACT (“CETA") 

Notice of Proposed Rulemaking 

AGENCY: Department or Labor. 
ACTION: Proposed rules. 

SUMMARY: This document proposes to 
amend the Compreheasive Employment 
and Training Act of 1973 (CETA) regu¬ 
lation* In 29 CFR Parts 94. 95 f 98. and 
99. The proposed changes relate pri¬ 
marily to the public Jobs program under 
Title VI of CETA. 

The Emergency Jobs Programs Exten¬ 
sion Act of 1978 amended Title VI of 
CETA by adding Secs. 807. 608 and 609. 
The Title VI program was divided Into 
two separate programs as follows: 

(1) Sec. 607 required prime sponsors 
to continue the old Title VI public serv¬ 
ice employment program by reserving 
enough funds to sustain throughout Fis¬ 
cal Year 1977 the number of Title n and 
Title VI public service Job participants 
who were in the program on June 30. 
1976. The total number of old Title VI 
public service Job slots which a prime 
sponsor may sustain through FY 1977 
are referred to In these regulations as 
the “Title VI level of sustainment” Sec. 
607 also required prime sponsors to fill 
at least 50 percent of the slots which 
become vacant In the Title VI level of 
sustainment with low-income welfare 
< AFDC) recipients and long-term unem¬ 
ployed persons. 

(2) Secs. 607-809 created a second 
Title VI program by requiring prime 
sponsors to use ail remaining Title VT 
funds to run “projects" In which only 
low-income long-term unemployed and 
APDC recipients would be eligible to par¬ 
ticipate. 

The Department of Labor published 
final regulations Implementing the 
Emergency Jobs Programs Extension 
Act of 1976 on December 10.1976 (41 PR 
54066). To correct typographical and 
compilation errors, the Deportment re¬ 
published the final regulations on Jan¬ 
uary 11. 1977 (42 PR 2425). Those regu¬ 
lations stated at 29 CFR 99.1 (k): 

(k) Although the Emergency John Pro¬ 
grams Extension Act of 1076 Authorises the 
funding of project* for the long-term un¬ 
employed and for AFDC recipient*. Congress 
at the present time has appropriated by a 
continuing resolution only the amount of 
money which it believed would be enough 
to maintain tho number of public service 
Jobe which were Oiled on June 30. 1976. Con¬ 
sequently. It Is not expected that there will 
be much money available for projects at this 
time. Therefore, those regulation* at I 99 40 
(b) allow a simplified administrative system 
for calculating the number of long-term 
unemployed and AFDC recipients who are 
hired Into the program. Because of the cur¬ 
rent lack of appropriations for projects and 
because the principal Intent of the Emer¬ 
gency Jobs Programs Extension Act tM to sus¬ 
tain tho public service Jobs programs, I 99 40 
(a) allows prime sponsors to carry into the 
new grant period the number of partici¬ 
pants on board on October 31. 1976. If that 


number Is higher than the June 30. 1976 
level. Should additional funds become avail¬ 
able for Title VI. these regulations will be 
revised accordingly. 

The Department anticipates that Con¬ 
gress will soon appropriate a substantial 
amount of new money for the Title VI 
program. Under section 607 of the Act 
virtually all the new money must be 
used to fund '‘projects" for low-income 
AFDC recipients and long-term unem¬ 
ployed, that Is. it must be used for the 
“new" Title VI program. The principal 
purpose of this proposed rulemaking 
document, therefore. Is to further imple¬ 
ment the amendments made to Title VI 
by the Emergency Jobs Program Exten¬ 
sion Act of 1976 by providing additional 
guidance to prime sponsors for the oper¬ 
ation and administration of the “proj¬ 
ects" which were authorized by the 
amendments. 

Summary or Prokwed Chances 

1. In 9 94.4. Definitions, the following 
additions and changes are proposed: 

(a) In paragraph (ooo), the definition 
for “project** would be amended. The 
present definition requires that projects 
be limited to a duration of twelve months 
or less. The new definition proposed In 
this document further clarifies the scope 
and purpose of projects by requiring 
them to result In a specific product or 
accomplishment, and by requiring them 
to be program activities which would not 
otherwise be accomplished with existing 
funds. The new definition would clarify 
that the term “project** Is synonymous 
with the term "project and activity'* 
used in sections 607-9 of the Act. 

<b) A new paragraph (rrr) would de¬ 
fine an “exlumstec” of unemployment 
compensation. The new definition la 
needed because low-income exhausters 
of unemployment compensation are one 
class of the long-term unemployed who 
are eligible for participation in projects 
under Title VL 

<c) A new paragraph (sss) would de¬ 
fine the term "Ineligible for Unemploy¬ 
ment Compensation." This definition Is 
needed because low-income persons who 
are ineligible for unemployment compen¬ 
sation and who have been unemployed 
for fifteen weeks or more are eligible for 
participation in projects. 

<d) A new paragraph (ttt) would de¬ 
fine "level of sustainment*' as the num¬ 
ber of Title n and Title VI slots which 
the prime sponsor may sustain through¬ 
out FY 1977, that Is. as the number of 
slots which the Title n and Title VI pro¬ 
grams contained on June 30. 1976, or on 
October 31, 1976. whichever was higher. 
The paragraph would also define the 
“Title VI level of sustainment" as the 
number of Title VI slots in the level of 
sustainment 

2. In 9 95-33, Types of manpower activi¬ 
ties allowable, the requirement In par¬ 
agraph (d) (5) (ill) (B ) tha t day care pro¬ 
grams funded under CETA meet Federal 
Interagency Day Care Standards would 
be deleted. The Department has learned 
that many prime sponsors are finding It 
extremely difficult to comply with the 
standards. 


3. In 9 98.12. Allowable federal costs, 
paragraph (b) (3) has bee n exp anded to 
permit the participation of CETA partic¬ 
ipants In the wlnterlzatlon/weatherlsa- 
tlon projects of specified Federal agen¬ 
cies. 

4. Section 98.25. Retirement programs. 
Is proposed to be revised. The present 
regulation contains provisions which al¬ 
low CETA funds to be used for a retire¬ 
ment program whenever CETA partic¬ 
ipants arc required by State or local law 
to be Included In the retirement program 
or whenever the retirement plan is a con¬ 
solidated package which requires the 
participation of the CETA participants 
The Department, however, has learned 
that a large amount of CETA money has 
been used for retirement programs In 
casea tn which the CETA participants are 
not employed long enough to benefit 
from the retirement program. The De¬ 
partment. therefore. 1$ proposing to re¬ 
vise the regulation to ensure that CETA 
funds paid into retirement funds accrue 
to the benefit of CETA participants. The 
regulation would be revised to state that 
CETA funds may be paid Into a retire¬ 
ment system only on behalf of those par¬ 
ticipants In on-the-job training, work 
experience and public service employ¬ 
ment tn public or private non-profit 
agencies who: 

(1) Obtain unsubsidized employment 
with the e mplo yer, provided the time 
spent os a CETA participant Is accred¬ 
ited service under the retirement phm: 

(2) Obtain unsubsidized employment 
with another employer provided benefits 
are portable: or 

(3) Obtain vesting. 

The proposed regulation provides exam¬ 
ples of methods 'both actuarial and non- 
actunrial) for administering such a sys¬ 
tem for such CETA participants. 

5. Section 99.1. Scope and purpose of 
this Part 99. would be revised as follows: 

(a) Paragraph <b) would be reworded 
to emphasize that Title VI funds not 
needed to support participants in the 
Title VI level of sustainment must be 
used to create new projects. 

lb) Paragraph (c) would be revised 
to state that the Title VI program Is 
shifting Its emphasis toward serving per¬ 
sons who are long-term unemployed or 
AFDC recipients and whose family in¬ 
comes are 70 percent or less of the lower 
living standard Income level (In new 
Title VI projects). It would also Include 
the requirement, spectfied in the Emer¬ 
gency Jobs Programs Extension Act of 
1976, that at least 50 percent of the va¬ 
cancies which occur or already exist in 
the Title VI level of sustainment (old 
Title VI program) be filled with the long¬ 
term unemploved and AFDC recipients 
whose family incomes are 70 percent or 
less of the lower living standard Income 
level. 

(c> Paragraphs (d), (e), <f). 

(h). and (I), ore proposed to be deleted 
because their relevant substantive pro¬ 
visions are repeated in the body of the 
regulations 

(d> The Secretary of Labor has ex¬ 
pressed the desire for a national goal 
for the Department of Labor of 35 per- 
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cent for veteran participation in the 
newly created public service employment 
jobs under Title II and Title VI of CETA. 
Although the Secretary has not imposed 
any goals with respect to the Title VI 
program or on individual Title VI prime 
sponsors, a new paragraph (e) would 
encourage prime sponsors to develop, to 
the maximum extent feasible, ways of 
assuring the participation of veterans in 
the newly created public service employ¬ 
ment positions. 

<e> New paragraph (fi would require 
prime sponsors to equitably serve the 
segments of their unemployed popula¬ 
tions. 

<f> Paragraph <J) is relettered as <d>, 
and paragraph fl> ts edited, divided, 
and relettered ns paragraph-'. (g> and 

(hi, 

6 Section 99.12. Content and descrip¬ 
tion of grant application, has been bro¬ 
ken down into five separate sections. 
99.12-16. in order to mnke reading and 
comprehension easier. 

7 In the new f 99.14: 

'ft' The Project Data Summary' would 
be added to the contents of the Compre¬ 
hensive Title VI Plan. In the Project 
Data Summary a prime sponsor would 
be required to describe how It plans to 
use Title VI project funds 

<b) A new paragraph (b) <3> * 1 * *B • 
would be added requiring prime sponsors 
to id entify the level of enrollment in the 
CETA Titles II and VI programs In Its 
Jurisdiction at time of grant execution, 
if that level Is higher than the level of 
sustainment. The eligible applicant 
would also be required to explain what 
will be done with these excess partici¬ 
pants. 

(c» A new paragraph <bM3Hl)(K> 
would be added requiring identification 
of the number of Title VI participants 
In the Title VI level of sustainment. 

‘d> Paragraph (bK3Xxi> has been 
added to require documentation on the 
prime sponsor 1 * efforts on bclinif of 
veterans. 

■el A new paragraph <g> would be 
added, describing the new “Project Data 
Summary.” which is a description of each 
proposed new project. 

(f) Paragraph fh> would stipulate 
that the information required by the new 
Project Data Summary need not be pro¬ 
dded in the Program Summary. The 
Program Summon is that part of the 
Comprehensive Title VI Plan which de¬ 
scribes the number and distribution of 
iota and training slots, the funds which 
the prime sponsor plans to use for itself 
and Us subgrantees. and its planned dis- 
t ribution of jobs, training slots and funds 
by area, population, and employing 
agency. 

8. Section 99.33, Public service Job ac¬ 
tivities. wouid be retitied “Public service 
job activities in the Title VI level of 
^UKtainmcnt" to clarify that the require¬ 
ments set forth in this section apply only 
to public service jobs in the Title VI level 
of sustainment. 

9 In { 99.40, Apportionment of the 
prime sponsor’s allocation: 

<a> A new paragraph (shl)Uv) 
would be added. It would allow a prime 
*SK>nsor to transfer participants enrolled 


In excess of its Title VI level of sustain¬ 
ment as of the date of grant execution 
Into projects and into CETA programs 
under other Titles of the Act provided 
the participants meet the applicable 
eligibility criteria. 

<b> Paragraph (bMli would be re¬ 
vised to more clearly state the require¬ 
ment. found in Section 607 of the Act. 
that prime sponsors hire low-income 
AFDC recipients and the long-term un¬ 
employed into approximately 60 percent 
of the .slots In the Title VI level of sus¬ 
tainment which become vacant. 

(c) Paragraph <b> (2) would be 
changed to indicate that vacancies not 
required to be filled by low-incomc APDC 
recipients and the long-term unemployed 
shall be filled by participants who meet 
the eligibility criteria for the okl Title 
VI program. 

(dl Paragraphs <bn2) (1) and (ill, 
and (b)<3) would be eliminated and re¬ 
quirements contained therein would be 
Incorporated Into new paragraphs <b» 
<3>. <4) and <5>. 

fe> Paragraph <bx4> would be re¬ 
numbered as (bi(6i. 

10. In 5 99.41. Project approval, in 
paragraph cal. the wording in the first 
sentence would be modified to allow 
prime sponsors to conduct manpower 
activities such as on-the-job training as 
part of a public service employment 
luoject. 

a. In i 39.42. Eligibility for participa¬ 
tion In Title VI programs, the eligibility 
requirements contained In paragraphs 
<a) tl) (L>* ell) and <iii) would be clari¬ 
fied to insure that all long-term unern- 
idoyed individuals intended by the Cou- 
gress to be served will be considered 
eligible for participation. The proposed 
amendments would include: 

ta» Paragraph (axixii would re¬ 
quire Uiat long-term unemployed indi¬ 
viduals. who a rc applying for participa¬ 
tion in a CETA Title VI program as un¬ 
employed compensation recipients, must 
have been receiving such compensation 
at the time of Title VI application for 15 
or more weeks uninterrupted by any pe¬ 
riod of employment. This clarification Is 
needed because the present regulation 
does not focus on the time of application 
nor does it .speak to the receipt of unem¬ 
ployment compensation which is inter¬ 
rupted by a period of emplosTnent 

<b> Paragraph (aXlMii) would clar¬ 
ify that a long-term unemployed indi¬ 
vidual who is Ineligible for unemploy¬ 
ment compensation and has been unem¬ 
ployed for 15 or more weeks is eligible 
provided, for the reason set out in Uie 
paragraph above, that the unemploy¬ 
ment has been for the 15 or more weeks 
immediately before the time of applica¬ 
tion and that it has been uninterrupted 
by a period of employment. For purposes 
of paragraph (aHIXU), a “period of 
employment’’ would be defined as work 
lasting over 10 hours or earning over $30 
in any calendar week so that persons 
who work for 10 hours or less or earn 
less than $30 in any calendar week will 
be able to participate. 

(c> Paragraph (aUlMlli* would pro¬ 
vide that an individual who. at the time 
of application, is unemployed, and who 


Is an exha us tee of nil unemployment 
benefits to which the individual is en¬ 
titled. may be eligible. 

<d> In paragraph <*)(2X1) the terms 
“welfare payments' and “public pay¬ 
ments" would both be changed to “pub¬ 
lic assistance payments." Tills change is 
being made because prime sponsors 
found the terms confusing, and because 
the Department meant those terms to 
mean “public assistance" payments, a 
term which ts defined in |94.4<S6». 
Further, the word “family" previously 
published in the regulation indicating 
that public assistance payments to the 
family are to be Included for purposes of 
determining family income would be 
changed to the word “individual" to pre¬ 
cisely reflect the language of the statute. 

*ei A new paragraph <a> (5) would be 
added to indicate that a veteran shall be 
immediately eligible, upon discharge, 
without regard to the 15 weeks of un¬ 
employment requirement, provided the 
veteran has not obtained permanent, full 
time unsub&idized employment between 
the time of discharge and the time of ap¬ 
plication for Title VI. This provision is 
required by 33 UJS.C, 2013 which re¬ 
quires that time spent on active duty be 
disregarded in determining a newly dis¬ 
charged veteran’s eligibility for federally 
funded manpower programs. 

12. In ( 99.43. Verification of partici¬ 
pant eligibility, several changes would 
b? made to clarify the roles and responsi¬ 
bilities of those Involved in the verifica¬ 
tion of participant eligibility and to facil¬ 
itate the rapid implementation of the 
program. Specifically: 

<a> In paragraph <&». the following 
phrase would be added at the end of the 
third sentence: “except as provided In 
paragraphs ibl and (cl <3) below." The 
Inst sentence of this paragraph would be 
moved to become the introductory sen¬ 
tence of a new paragraph <c>. Para¬ 
graphs *n» M» and (2> would be relet¬ 
tered as ici <1> and «2> of the new para - 
graph (cl. 

(bi Paragraph i b ♦ would be relettered 
as »d>. A new paragraph < b> would be in¬ 
serted allowing a prime sponsor to en¬ 
roll. without prior verification and with¬ 
out being subject to a disallowance of 
funds, applicants who attest to their 
eligibility, provided that within GO days 
of enrollment the prime sponsor obtains 
written verification of their eligibility 
and immediately terminates anv |>artic- 
ipants found to be ineligible ThLi 
change would facilitate the rapid imple¬ 
mentation of the program. 

<c' A new paragraph (c> (31 would be 
added indicating that. If a prime spon¬ 
sor’s grant describes arrangements in ac¬ 
cordance with which other agencies will 
verify participant eligibility, the prime 
sponsor shall not be responsible for the 
accuracy of such verifications, nor shall 
it be subject to disallowance of funds be¬ 
cause of its reliance on such agencies 
should the verifications supplied by the 
agencies prove inaccurate. 

13. A sentence would be added to 
9 99.72‘b> to allow the Secretary, during 
the phase-in and phase-down periods of 
the program, to require information on a 
more frequent basis than It is currently 
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obtained through the Program Status 
and Monthly Reports. This should aid 
in effectively administering Title VI dur¬ 
ing phase-ln and phase-down periods. 

14. Several other minor, editorial and 
clarifying changes ore proposed to be 
mode. 

Operational Cowhide rations 

In view of the current high levels of 
unemployment, prime sponsors are 
strongly encouraged to make every ef¬ 
fort to achieve 75 percent of the antici¬ 
pated program expansion by June 30, 
1977. 

' DATES: Comments on the proposed 
rulemaking are due on or before April 
14. 1977. 

ADDRESSES: Comments should be ad¬ 
dressed to the Assistant Secretary for 
Employment and Training. United 
States Department of Labor, 6th and D 
Streets. NW.. Washington. D.C. 20213. 
Attention: Pierce A. Quinlan. Director, 
Office of Comprehensive Employment 
Development. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mr. Pierce A. Quinlan. (202) 376-6254. 

Parts 94. 95. 98. and 99 of Title 29. of 
the Code of Federal Regulations are 
proposed to be amended as follows: 

PART 94—GENERAL PROVISIONS FOR 

PROGRAMS UNDER THE COMPREHEN¬ 
SIVE EMPLOYMENT AND TRAINING 

ACT 

1. Section 94.4, Definitions, is proposed 
to be amended by revising paragraphs 
(ooo) and <ppp), and adding para¬ 
graphs (rrr). (ass), and <ttt) to read as 
follow's: 

§ 94.4 Ih-finilkm*. 

i • • f • 

(ooo) “Project'* shall mean, for pur¬ 
poses of Part 99 of this Title (except for 
5 99.33 of this Title), the same thing as 
the term “project and activity*’ used m 
Sections 607-9 of the Act, that is, “proj¬ 
ect shall mean a definable task or group 
of related tasks which: 

(1) Will be completed within a defin¬ 
able time period, not exceeding one 
year; 

(2) Will have a public service objec- 
jectlve: 

(3) Will result In a specific product or 
accomplishment; and 

(4) Would otherwise not be done with 
the project and activities applicant’s ex¬ 
isting funds. 

<ppp> "Project applicant" shall mean: 

(1) A State: 

(2) A State agency; 

(3) A unit of general local govern¬ 
ment; 

(4) An agency of a unit of general lo¬ 
cal government; 

(5) A combination or association of 
units of general local government the 
primary purpose of which Is to assist the 
governmental units to provide public 
services: 

(6) A special purpose political sub¬ 
division having the power to levy taxes 


and spend funds within an area served 
by one or more units of general local 
government; 

(7) A local education agency as de¬ 
fined in section 801(f) of the Elementary 
and Secondary Education Act of 1965; 

(8) An Institution of higher education 
as defined in section 1201(a) of the 
Higher Education Act of 1965; 

(9> A community based organization 
as defined in paragraph (k) of this sec¬ 
tion; 

(10) A community development cor¬ 
poration; 

(11) A nonprofit group or organiza¬ 
tion serving Indians or Native Hawal- 
lans; or 

(12) A private non-profit organiza¬ 
tion or Institution engaged In public 
service. 

• • • • • 

(nr) “ Exha us tee" shall mean an In¬ 
dividual who has made a claim for un¬ 
employment compensation and has ex¬ 
hausted all such benefits to which the 
Individual was entitled Including Ex¬ 
tended Benefits (EB). Federal Supple¬ 
mental Benefits <FSB>. Disaster Unem¬ 
ployment Assistance <DUA), Trade Re¬ 
adjustment Allowance (TRA), Special 
Unemployment Assistance <8UA). Un¬ 
employment Compensation for Federal 
Employees <UCFE>. and/or Unemploy¬ 
ment Compensation for Exservicemen 
<UCX). Exhaustee status will continue 
through the existing regular benefit year, 
at which time a new claim may be filed 
creating a new status of eligible or In¬ 
eligible for unemployment compensation. 

(sss) “Ineligible for unemployment 
compensation** shall mean the status of 
an individual: 

(1) Who. based on a wage finding 
transcript obtained from a State unem¬ 
ployment compensation office, is mone¬ 
tarily Ineligible for unemployment com¬ 
pensation. including 8UA, DUA. and 
TRA. 

(ttt) “Level of sustainment** shall 
mean, the number of Title n and Title 
VI slots which the prime sponsor may 
sustain throughout FY 1977. that is. the 
number of slots which the program con¬ 
tained on June 30, 1976, or on October 
31, 1976. whichever was higher. The 
“Title VI level of sustainment** shall 
mean the number of Title VI slots in the 
level of sustainment. 


PART 95—PROGRAMS UNDER TITLE I OF 
THE COMPREHENSIVE EMPLOYMENT 
AND TRAINING ACT 

2. Section 95.33(d) (5) (lilHB) Is re¬ 
vised to read as follows: 

§ 9.7.33 Type* of manpower 

allovmbtr. 


<d) • • • 

(5) • * • 

(ill) • # • 

(B) Child care: Day care programs 
shall comply with applicable State And 
local standards. Including 8tate licensing 
requirements. 

3. Section 95.34 Is amended by renum¬ 
bering paragraph <f> as <f)U) and by 


renumbering paragraph (f)(1) as <f><2) 
to read os follows: 

§ 95.34 Training tUownnrru. 

• • • • • 

(f) (1) Dependents allowances. De¬ 
pendents allowances of $5 per week for 
each dependent over two, up to a maxi¬ 
mum of four additional dependents, for 
a total maximum of $20 for six or more 
dependents shall be provided to partic¬ 
ipants receiving basic allowances or 
who would be receiving basic allowances 
were It not for their receipt of unem¬ 
ployment compensation payments. Par¬ 
ticipants eligible for dependents allow¬ 
ances from other sources shall not be 
precluded from receiving dependents 
allowances funded under the Act. 

<2) Dependents allowances shall be 
reduced pro rata only for absences with¬ 
out good cause. The reduction of the 
weekly dependents allowance shall be 
based on the ratio of the number of hours 
of absence without good cause to the 
number of hours which the Individual is 
scheduled to participate In activities for 
which he/she receives allowances. 


PART 98—ADMINISTRATIVE PROVISIONS 

FOR PROGRAMS UNOER THE COMPRE 

HENSIVE EMPLOYMENT AND TRAINING 

ACT 

4. Section 98.12 Is amended by addim.’ 
the following sentence at ihe end of 
paragraph (b)(3). 

§ 98.12 Allowable Federal 

• • • _ • • 

(b) • • • 

(3) • • • Participants, however, may 
participate in the winterlzation/weather- 
lzation of privately owned rental hous¬ 
ing under projects funded and approved 
by the Federal Energy Administration or 
the Community 8crvlccs Administration. 
<704(f).) 

• • • • • 

5. 8ection 98 25 is revised to read a* 
follows: 

§ 98*25 Rrtir«*n»<*nt program*. 

(a) The Act provides for temporary 
training and emp loyment. Therefore, the 
Inclusion of CETA participants in a re¬ 
tirement system is not encouraged Fund.^ 
under the Act. however, may be paid into 
a retirement system on behalf of partici¬ 
pants in on-the-job training, work ex¬ 
perience and publie service employment 
in public or private non-profit agencies 
who: 

(1) Obtain unsubsidlzed employment 
with the employer, providcu the time 
spent as a CETA participant is accredited 
service under the employer’s retirement 
plan: 

(2) Obtain unsubsidlzed employment 
with another employer provided benefit* 
ore portable: or 

(3) Obtain vesting. 

(b) Examples of methods of adminis¬ 
tering such retirement system accounts 
are as follows: 

(1) Payments are made first Into a re¬ 
serve account and are not paid into the 
retirement fund until the participant ob- 
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tains a status described in paragraphs 
<a> (1) through (3) to this section. Hie 
amount held in the reserve account is 
then adjusted quarterly to reflect the 
turnover of participants and the pro¬ 
jected funds needed to cover current par¬ 
ticipants; or 

Payments are made first into a re- 
5erve account for the actuarily deter¬ 
mined number of participants who can 
be expected to obtain a status described 
tn paragraphs (a) (1) through (3) or 
this section, and the payments are not 
paid into the retirement fund until the 
participants obtain that status If this 
method Is used, the amount held In the 
reserve account and the actuarial rate 
shall be adjusted or determined at least 
annually; or 

<3) Payments are made directly into 
the retirement fund for the actuarily de¬ 
termined number of participants who 
can be expected to obtain a status de¬ 
scribed in paragraphs (a> (1) through 
1 3) of this section. The amount held in 
the fund shall be adjusted or redeter¬ 
mined at least quarterly to reflect the 
actual number of participants who have 
acquired a status described in paragraph 
(V through <3> of this section. If 
this method is used, the amount of ac¬ 
cumulated principal and interest earned 
on contributions made on behalf of par¬ 
ticipants not described in paragraphs 
<a» il> through (3) of this section who 
terminate their program participation or 
who. for whatever reason, are no longer 
considered members in the retirement 
program must be retrievable. 

<c)<l> If other than an actuarial 
method of benefit determination is used, 
there shall be at least a quarterly re¬ 
programming back into the CETA pro¬ 
gram of any contributions i principal and 
interest» made on behalf of participants 
not described in paragraphs <a> <1) 
through (3) of this section who termi¬ 
nate their program participation, or 
who, for whatever reason, are no longer 
considered members in the retirement 
program. 

<2> If an actuarial method is used in 
determining the number of participants 
who will benefit, a redetermlnation of 
the actuarial rate shall be made at least 

annually. 

• 3) Funds set aside in a reserve ac¬ 
count may earn interest. Any interest 
earned shall be retained in the reserve 
account and shall be taken into consider¬ 
ation during reprogramming. Any' inter¬ 
est earned on what may reasonably be 
determined to be a participant's portion 
of the reserve fund account may also be 
paid into the retirement fund when the 
participant obtains a status described in 
paragraphs (a) (1) through <3> of this 
section. 

•d> Expenditures may be made from 
program funds for taxes under the Fed¬ 
eral Insurance Contributions Act 
‘FICA>. 26 U.8.C. $$ 3101 et scq. 


6. Part 99 is revised to read as follows: 

PART 99—PROGRAMS UNDER TITLE VI 
OF THE COMPREHENSIVE EMPLOY¬ 
MENT AND TRAINING ACT 
Subpart A—General 

8©c. 

99.1 Scop© and purpot© of till* Part 99 
99 2 Allocation of funds. 

99.3 Eligibility for funds. 

Subpart B — Grant Application 

99 10 General. 

99 11 Planning process; advisory councils. 

90 12 Concent and description of grant ap¬ 
plication 

99 13 Application for Federal assistance 
99.14 Comprehensive Title VI plan. 

99 15 Assurances and certification*. 

99.16 Grant signature sheet. ^ 

99.1? Comment and publication procedure* 
relating to Bubmlaalon of grant ap¬ 
plication. 

99 18 Submission of grant application; 

standards for reviewing grant ap¬ 
plications. 

09 19 Application approval, application dis¬ 
approval; grant agreement. 

9930 Use of alternative eligible applicant; 

service* by the Secretary. 

99.31 Modifications. 

Subpart C— Program Operation Requirements 
for Prime Sponsors 

9930 General 

9931 Sasic responsibilities of prime spon¬ 

sors; basic responsibilities of pro¬ 
gram agents. 

99 32 Program performance requirements 
(or prime sponsor*. 

99.33 Public service job activities In the 
Title VI level of sustainment. 

09.34 Maintenance of effort 
99.35 Linkages with other employment and 
training programs; training and 
supportive services 
99 36 Placement goals 

99 37 Compensation and working condition* 
for participant*. 

99 38 Place of residence for participants. 

Subpart D — Program Operation Requirements 
Under the Emergency Jobs Programs Exten¬ 
sion Act o# 1976 

99.40 Apportionment of the prime sponaor'a 

allocation. 

99.41 Project approval. 

99.42 Eligibility for participation in Title 

VI programs. 

99.43 Verification of participant eligibility. 

99.44 Special considerations on selection. 

99.45 Administrative staff selection and 

compensation. 

Subpart E — Administrative Provisions 

99.70 Qeneral. 

99.71 Payments, financial management sys¬ 

tems and audit. 

99.72 Reporting requirements. 

99.73 Reallocation of funds. 

99.74 Allowable Federal coats. 

99.75 Grantee contracts and subgrants. 

99.76 Allocations of allowable coots among 

program activities. 

99.77 Baste personnel standards for eligible 

applicants. 

99.78 Adjustment* In payments 

99 79 Termination of grant and closeout 
procedures. 

99.80 Retention of records. 

99.81 Program income and procurement 

standards 

99 82 Nondiscrimination, equal employment 
opportunities, nepotism and restric¬ 
tion on political activities. 


Sec. 

99.83 Assessment and evaluation. 

99.84 Heoi lng* and Judicial review. 

Subparl P—Special Condition % for Gravis lo 
Indian Tribes and Alaskan Native Villages 

99.90 General. 

99.91 Grant responsibility. 

99 92 Distribution of funds. 

99.93 Eligibility for funds 

99.94 Funding of prime sponsor*. 

09.05 Participant eligibility. 

99.96 Comments and publication proce¬ 
dures relating to submission of 
application for funding. 

99 97 Planning process; advisory councils. 
99.98 Travel requirements. 

99 99 Nepotism and conflict of Intercut 
99.100 Nondiscrimination: political activi¬ 
ties. 

99 101 Stibgrants. 

Subport A—General 

§99.1 Scope and purpo*e of tlti« Fart 

<a> This part contains the Department 
of Labor s regulations governing the es¬ 
tablishment and operation of a public 
service and employment and training 
program under Title VI of the Act. as 
amended by the Emergency Jobs and 
Unemployment Assistance Act of 1974. 
Pub. L. 93-567, 88 Stat. 1845, and the 
Emergency Jobs Programs Extension Act 
of 1976. Pub, L. 94-444. 

<b> This program is intended to sus¬ 
tain enrollment under Titles n and VI of 
the Act throughout Fiscal Year 1977, and 
to create project opportunities with funds 
in excess of those needed for sustaining 
enrollment. 

<c> Provision is also made for n shift 
in emphasis toward serving persons who 
are long-term unemployed or AFDC re¬ 
cipients and whose family Incomes are 70 
percent or less of the lower living stand¬ 
ard Income level. All persons enrolled in 
projects must meet the above criteria. 
In addition, at least 50 percent of the 
vacancies which occur or which already 
exist in the Title VI level of sustainment 
must be filled with long-term unem¬ 
ployed persons and AFDC recipients. Per¬ 
sons filling the remaining vacancies may 
meet the original Title VI eligibility cri¬ 
teria. A prime sponsor, however, may fill 
all vacancies with long-term unemployed 
persons and AFDC recipients. 

<di Definitions for terms and abrevla- 
tions used in thLs Part which are not 
found in this Part may be found at 5 94.4 
of this title. 

(e> Prime sponsors are encouraged to 
develop to the maximum extent feasible 
ways of assuring participation of veter¬ 
ans in the newly created public service 
employment positions. 

<f> Pursuant to 4 98.21 of this title, 
prime sponsors shall assure equal em¬ 
ployment opportunity in the selection of 
eligible participants for projects. In the 
establishment of eligibility pools for par¬ 
ticipants. prime sponsors shall have am¬ 
ple lead time to assure that those 
in the pool adequately reflect the charac¬ 
teristics of their unemployed populations 
<Le., minorities, women). 

(g) Statutory authority for the regu¬ 
lations contained in this part is found 
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in section 702(a) of Ihc Act. Other rele¬ 
vant sections or the Act are generally 
noted at the end of the substantive regu¬ 
lations in this part. 

<b) Pub. L. 94-444 was signed into law 
on October 1.1976. Therefore, as of Octo¬ 
ber 1, 1976. certain provisions of Pub. L. 
94-444 became immediately applicable, 
including sections 3(a)(1). 3(a)(2). and 
11 . 

§ 99J2 Allocution of fund*. 

(a) The Secretary sliall allocate not 
less than 2 percent of the funds available 
for Title VI of the Act to those eligible 
applicants defined in 4 99.3 which are In¬ 
dian tribes, bands, and groups Qualified 
under section 302(c)(1) of the Act (sec. 
602<e> and sec. 603 (a)(1)). 

• b) Not less than 90 percent of the 
funds remaining after the application of 
paragraph (a) of this section shall be al¬ 
located among eligible applicants defined 
in 5 99.3 which arc prime sponsors under 
Title I of the Act according to the follow¬ 
ing basic formula (sec. 603(a> d) >: 

<1) Fifty percent of the funds shall be 
allocated among eligible applicants in 
proportion to the relative number of un¬ 
employed persons who reside in areas 
within the Jurisdiction of such applicants 
compared to the number of unemployed 
persons who reside in all eligible appli¬ 
cants* areas in all the States (sec. 603 
(a)(2)(A)). 

(2) Twenty-five percent of the funds 
shall be allocated among eligible appli¬ 
cants on the basis of the ratio of the ex¬ 
cess number of unemployed persons, as 
defined below, who reside within the Ju¬ 
risdiction of the eligible applicant to the 
total excess number of unemployed per¬ 
sons who reside within the Jurisdictions 
of all eligible applicants. In allocating 
funds to an eligible applicant which is 
not a State, the term “excess number*' 
shall mean the number of unemployed 
persons In excess of 4.5 percent of the 
labor force who reside in the Jurisdiction 
of the eligible applicant. For allocating 
funds to an eligible applicant which is a 
State, the term “excess number * shall 
mean cither the number of unemployed 
persons in excess of 4.5 percent of the 
labor force who reside in the Jurisdiction 
of the eligible applicant, or the number 
of unemployed persons in excess of 4.5 
percent of the labor force in areas eligible 
for assistance under Title II of the Act in 
the geographical area served by such 
State prime sponsor (under Title I or 
Title n>. whichever is greater (sec. 603 
(a)(2)(C)). 

(3) Twenty-five percent of the funds 
shall be allocated for use on behalf of 
residents of areas of substantial unem¬ 
ployment. An area of substantial unem¬ 
ployment. other than in relation to In¬ 
dian tribes, bands, and groups, is any 
area within a prime sponsor's Jurisdic¬ 
tion which has a population of at least 
10.000 persons, qualifies for a minimum 
allocation of $25.00) under Title II of the 
Act, and has a rate of unemployment of 
at least 6.5 percent for a period of three 
consecutive months as determined by the 
Secretary of Labor at least once each fis¬ 
cal year. These funds shall be allocated 


In accordance with the number of unem¬ 
ployed persons residing in areas of sub¬ 
stantial unemployment within the Juris¬ 
diction of the eligible applicant as com¬ 
pared to the total number of unemployed 
persons residing in all areas of substan¬ 
tial unemployment (sec. 603(a)(2)(b). 

<e)(X) The remaining funds, not to 
exceed 10 percent of the funds remain¬ 
ing after application of paragraph <a) of 
this section, may be distributed to prime 
sponsors under Title VI by the Secretary 
as the Secretary deems appropriate to 
carry out the purpose of Title VI, taking 
into account both changes in rates of 
unemployment, and the need for addi¬ 
tional funds to continue the same level 
of public service employment activities 
previously supported under the Act with¬ 
in the Jurisdiction of the eligible appli¬ 
cant (sec. 603<b>). 

(2) When any portion of these funds 
is to be allocated using a formula, the 
Secretary shall not later than 30 days 
prior to such allocation publish in the 
Federal Register the specific formula for 
such distribution, the rationale behind 
the selection of the formula and the 
proposed amount for distribution to each 
eligible applicant. After consideration of 
comments received within 30 days of the 
Federal Register notice, the Secretary 
shall publish final allocations (sec. 603 
<d>). 

(d) For purposes of paragraphs (b> 
and (c) of this section, the term ", juris¬ 
diction*’ means the Jurisdiction of each 
unit of general local government as 
described in 5 95.3(a)(2) of this sub¬ 
title, whether or not such unit has 
entered into a consortium of units of gen¬ 
eral local government for the purposes 
of 5 95.3(a ) (3) of this subtitle (sec. 603 
(€)). 

(e) (1) An eligible applicant shall dis¬ 
tribute to a program agent, as defined in 
paragraph (e)(3) of this section, funds 
to be utilized to serve residents of the 
program agent's area unless the program 
agent declines to operate a program. Tn 
which case, the eligible applicant shall 
make other arrangements to serve the 
residents of the program agent's Juris¬ 
diction (sec. 204(d)(1)). 

(2) If the Secretary* does not specify an 
amount to be distributed to a program 
agent the eligible applicant shall dis¬ 
tribute funds to the program agent using 
the same rationale used by the Secretary* 
in distributing funds to eligible appli¬ 
cants. 

<3) The term “program agent” under 
this part shall mean any unit of general 
local government (or combination of such 
units) located within an eligible appli¬ 
cant’s Jurisdiction which has a popula¬ 
tion of 50.000 or more (sec. 204 (d)(1)). 

<4 1 Notwithstanding paragraph (e> < 1 > 
of this section, a program agent which 
is a member of a consortium may make 
agreements agreed to by the consortium 
for the administration of funds for the 
benefit of the residents of the eligible 
program agent's area: 

§ 90,3 Klijgilillity for fnn<!». 

(a» Funds shall be allocated by the 
Secretary only to eligible applicants. The 


term "eligible applicant” shall mean 
prime sponsors qualified for Fiscal Year 
1977 under Title I of the Act and Indian 
tribes, bonds, and groups qualified for 
Fiscal Year 1977 under section 302(c) < 1 1 
of the Act (sec. 602(e)). 

(b> A State shall not qualify as an 
eligible applicant for any geographical 
area within the jurisdiction of any other 
eligible applicant which is a unit of local 
government, within the State unlos> 
the non-State eligible applicant has not 
submitted an approvoble application for 
Title VI funds, or has stated to the Re¬ 
gional Administrator, in writing, its de¬ 
sire to be served by the State <sec. 201 
(a)). 

(c) A unit of general local government 
shall not qualify as an eligible applicant 
with respect to any area within the ju¬ 
risdiction of another eligible unit of gen¬ 
eral local government unless the other 
unit has not submitted an approvable ap¬ 
plication for such areas, or has stated its 
desire to the RA. in writing, to be served 
by such larger unit (sec. 204(a)). 

•d> (1) An eligible applicant shall dis¬ 
tribute funds to program agents as pro¬ 
vided in 5 99.2(e) (sec. 204(d) (2)). 

(2) No program agent shall receive or 
continue to receive funds for any area 
within the Jurisdiction of another pro¬ 
gram agent unless the RA determine 
that the other program agent has not 
carried out its administrative responsi¬ 
bility consistent with the application for 
financial assistance developed by thv 
eligible applicant for developing, fund¬ 
ing, overseeing, and monitoring program 
within its area (sec. 204(d) (3) >. 

(e) Funds for areas of substantial un¬ 
employment. 

(1) An eligible applicant or program 
agent which contains an area or areas o; 
substantial unemployment shall make 
Available for services to residents of each 
such area those funds allocated to the 
eligible applicant under 5 99.2< b) (3) 
(sec. 603(a) (2) <b>>. 

i2) An eligible applicant other than 
a State, or a program agent, whose en¬ 
tire jurisdiction qualifies as an area of 
substantial unemployment, shall, to the 
extent feasible, allocate funds allo¬ 
cated under 5 99.2(b)(3) according to 
J 96.3(f)(1) of this subtitle. 

(3) If the eligible applicant is a State 
whose entire jurisdiction qualifies as an 
area of substantial unemployment, the 
eligible applicant shall, to the extent 
feasible, allocate the funds allocated to 
it under 5 99.3(b) (3> according to } 96 3 
(f> (2) of this subtitle. 

*4) If an eligible applicant believes 
that there is an area of substantial un¬ 
employment within its Jurisdiction that 
has not been designated as such by the 
Secretary it may recommend that such 
area be considered by the Secretary In 
making any such recommendation, the 
eligible applicant must Include a pre¬ 
cise geographical definition of the area 
to be served and population data. Such 
recommendation shall be submitted to 
the RA. The Secretary shall, within a 
reasonable time, make a determination 
on the recommendation and inform the 
eligible applicant of the decision and the 
reasons therefor. 


FEDERAL REGISTER, VOl. 42, NO. 50—TUESDAY, MARCH 15 1777 


















PROPOSED RULES 


11293 


Subpart B—Grant Application 
§ 99. 10 General* 

<a> This subpart contains the proce¬ 
dures for obtaining grants to operate 
programs under Title VI of the Act (sec, 

602<a)). 

<b> The Secretary reserves the right 
to temporarily waive any of the grant 
procedures in this subpart and provide 
immediate funding authority when, and 
if. strict adherence to a procedure would 
result in a funding delay which would 
necessitate the lay-off of currently em¬ 
ployed participants. 

§99.11 Planning pro4‘«^»; »<l\»M>r? 

councils. 

To receive financial assistance under 
Title VI of the Act. eligible applicants 
shall submit an appropriate comprehen¬ 
sive Title VI plan, pursuant to § 99.12. In 
developing and modifying such a plan, an 
eligible applicant shall utilize the plan¬ 
ning process and the advisory councils 
pursuant to 9 95.13 <b>. (c>. rd>. and (e) 
of this subtitle. 

§ 99.12 Content and description of grunt 
application. 

(a) To apply for a grant, each eligible 
applicant shall complete and submit a 
grant application. 

(b) Copies of all grant application 
forms and instructions are contained 
In the Forms Preparation Handbook <ET 
Handbook No. 311). 

(c) Each grant application shall con¬ 
sist of an Application for Federal As¬ 
sistance, a Comprehensive Title VI Plan. 
Assurances and Certifications, and a 
Grant Signature Sheet. 9$ 99.13-16 of 
this Part describes the contents of the 
grant application. 

§99.13 Application for Federal Aiu» Is!* 
niter. 

The Application for Federal Assistance 
identifies the eligible applicant and the 
amount of funds requested. It provides 
Information concerning the area to be 
served and the number of people ex¬ 
pected to benefit from the program. The 
Standard Form 424 contained In Federal 
Management Circular <FMC> 74-7 is be¬ 
ing used as the Application for Federal 
Assistance. 

§ 99.11 C.«miprrltcfiM\r Title VI Phan. 

<a) Tlie Comprehensive Title VI Plan 
is a statement of how the eligible appli¬ 
cant intends to use Title VI funds and 
to coordinate its activities with other em¬ 
ployment and training programs and 
services operating within its jurisdiction. 
The Comprehensive Title VI Plan con¬ 
sists of the Narrative Description of the 
Title VI Program, the Program Planning 
Summary, the Budget Information Sum¬ 
mary. the Monthly Schedule, the Public 
Service Employment Occupational Sum¬ 
mary. the Project Data Summary, and 
the Program Summary which are de¬ 
scribed below in paragraphs (b> through 
* h» of this section. 

The Narrative Description of the 
Title VI program Identifies and explains 
the employment and training problems 


within the eligible applicant s Jurisdic¬ 
tion. describes proposed program activi¬ 
ties and delivery systems to deal with 
those problems, and states the results ex¬ 
pected from the program. The Narrative 
Description requirements In this para¬ 
graph (b) are an abbreviated version of 
the Narrative Description requirements 
for Title II (9 96 14(b) <2> (1) of this 
title). If the information required has 
already been provided in the current 
Title n Narrative Description, a copy of 
the Title n Narrative Description may 
be attached In order to comply with the 
requirements in this paragraph. The 
Narrative Description of the Title VI pro¬ 
gram must include the following items: 

(1) Objectives and needs for the as¬ 
sistance . (i> Program purpose: and 

<11 > Analysis of need—A brief descrip¬ 
tion of the labor market of the area in¬ 
cluding labor force and a description of 
the population groups mast In need of 
services at this time. 

(2) Results and benefits expected. This 
item should explain how the quantified 
results In 8ectlon I of the PPS impact on 
the needs of the labor force and the com¬ 
munity services to be provided. 

(3) Approach . (1) What provisions 
have been made to sustain the June 30. 
1976, level of enrollment In both Titles 
n and VI. or to retain the October 31. 
1976 level, If higher? 

(A) Identify the June 30. 1976. level 
of enrollment in Titles n and VI. Iden¬ 
tify the October 31. 1976. level. If 
different. 

(B) Identify the level of enrollment at 
the time of grant execution. If higher 
than either of the preceding. If the level 
of enrollment Is higher, describe how 
these excess participants will be accom¬ 
modated <e.g„ transfer to projects, ter¬ 
minate. place in jobs). 

(C) Estimate the amount of funds it 
will take to sustain the June 30. 1976. 
level of enrollment or to retain the Oc¬ 
tober 31, 1976. level of enrollment, 
whichever level of enrollment is higher. 

<D> Identify the number of partici¬ 
pants that will be sustained under Title 

n. 

(E» Identify the number of partici¬ 
pants that will be in the Title VI level 
of sustainment. 

<F> If any former participants are to 
be reinstated in the program under the 
provisions of 9 99.40(c), state the num¬ 
ber of individuals involved. Submit ade¬ 
quate documentation to allow the RA to 
determine that such Individuals qualify 
for reinstatement, including the name, 
position, date of termination and reason 
for termination of each participant and 
any additional Information required by 
the RA. 

(ii) Describe the methods which will 
be used to provide any training and sup¬ 
portive services to long-term unemployed 
persons. 

(ill) Provide the estimated average an¬ 
nual wage rate for PSE occupations and 
the method of obtaining this wage rate, 
keeping In mind the aim of obtaining 
a nationwide rate of $7,800. 

(lv> Describe unmet public service 
needs. 


<v» Describe the method of recruiting 
low-income AFDC recipients and long¬ 
term ' unemployed persons, and the 
method which will be used to verily such 
persons’ eligibility for the program. De¬ 
scribe the procedures that will be used 
to track and monitor the flow of partic¬ 
ipants In order to comply with the 
different eligibility requirements of 
5 99.42ta> and <b). 

<vi> Explain the basis for distributing 
funds within the eligible applicant's 
area. 

< vii» Describe what steps will be taken 
to provide services to disabled, special 
and recently discharged veterans and to 
welfare recipients. 

(viii) For newly eligible applicants, 
eligible applicants operating independ¬ 
ently for the first time and eligible ap¬ 
plicants serving geographical areata) in 
addition to that served in the previous 
program year, describe the continuity of 
service to be provided. 

(ix) Describe the process for selecting 
delivery agents and project operators in¬ 
cluding : 

(A) The methods and criteria to be 
used In the selection of delivery agents 
and project operators; 

(B> The methods and criteria to be 
used for soliciting and approving project 
applicants. 

(x) Describe the linkages established 
with other employment and training and 
related agencies. 

(xi> Identify the percentage of Title 
VI positions planned to be filled with 
veterans. 

(4) Management and administrative 
plan, (i) Provide an organizational 
chart. 

(11) Describe internal administrative 
controls, including personnel or merit 
system and grievance procedures. 

(5> Maintenance of effort data. Esti¬ 
mate the number of Jobs that will be 
filled by rehiring former employees who 
have been terminated or laid off. (Under 
9 99.34, the RA may request additional 
documentation on this item.) 

(c) Program planning summary. The 
program planning summary requires an 
eligible applicant to provide a quantita¬ 
tive statement of planned enrollment 
levels, the participants to be served by 
each program activity (classroom train¬ 
ing, on-the-Job training, public service 
employment, work experience, and other 
activities), and planned outcomes for 
program participants. It also requires 
an identification of the significant seg¬ 
ments of the population and the number 
of individuals in each to be served. 

<d> Budget information summary. 
Tile budget information summary re¬ 
quires an eligible applicant to: 

(1) Provide a quantitative statement 
of planned expenditures and obligations; 

<2> Indicate yearly planned expendi¬ 
tures by cost category < administration, 
allowances, wages, fringe benefits, train¬ 
ing. and services): and 

(3) State planned quarterly obliga¬ 
tions and planned expenditures by pro¬ 
gram activity. 

(e* Monthly schedule. The monthly 
schedule contains an estimate of total 
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number of participants who will be en¬ 
rolled In Title VI programs at the end 
of each month and of the total cu¬ 
mulative expenditures expected to have 
been incurred by the end of each month. 

(f) Public service employment occu¬ 
pational summary. The public service 
employment occupational summary pro¬ 
vides a description of proposed job oppor¬ 
tunities, occupations and wages for sim¬ 
ilar nonsubsidlzed Jobs in the employing 
agency at the sustaining level. 

(g) Project data summary. The proj¬ 
ect data summary provides a descrip¬ 
tion of each proposed project. 

ih) Program summary. The program 
summary presents a distribution of Jobs, 
training slots, and funds to be provided 
to eligible applicants and subgrantees. It 
designates the area to be served, the 
population and employing agencies of 
each area. The above information should 
not be provided for projects. 

§ 99.15 A**uranct*» and certification*. 

<a> The assurances and certifications 
form is a signature sheet on which the 
eligible applicant assures and certifies 
that it will comply with the Act. the reg¬ 
ulations of the Department, other appli¬ 
cable laws, and applicable Federal Man¬ 
agement Circulars and Office of Man¬ 
agement and Budget iOMB) circulars. 
The assurances and certifications form 
will be provided in the grant application 
package. 

(b) When prime sponsors arc plan¬ 
ning to fund job opportunities authorized 
under Section 304(a) of the Act, para¬ 
graphs (3), <4). (5). and (6). they must 
submit a certification to the RA in 
the grant application that such activities 
are necessary to provide sufficient Job 
opportunities in the area served by the 
prime sponsor (sec. 604(a)). 

§ 99.16 Grant Signature* Sheet. 

The Grant Signature Sheet records the 
acceptance by the grantee and grantor 
of the terms and conditions of the grant 
and any changes to the grant. It records 
the time period for which the grant is 
effective, the grant allotment, the amount 
of funds obligated by the RA to the 
grantee, the Title of the Act under which 
funding is authorized and the mime. title 
and signature of the approving official 
on both sides. 

§99.17 Comment anti |mblir.it»mi pro¬ 
cedure* relating to fubioi^mn of 
grant application. 

(a) Each eligible applicant shall pro¬ 
vide an opportunity for comment on the 
application as set out In 1 95.15 of this 
subtitle, except that newspaper publica¬ 
tion and provision of the application to 
Governors, appropriate units of govern¬ 
ment. appropriate Indian prime spon¬ 
sors. and appropriate labor organizations 
may be simultaneous with submission of 
the grant application to the RA. 

(b) Each eligible applicant shall sub¬ 
mit a copy of Its grant application to 
appropriate State and sub-state clear¬ 
inghouse (s) at the same time that it 
submits its application to the RA, 


§ 99.18 Subnu*«ion of grant applica¬ 
tion; *t«ncfard* for reviewing grant 
application*. 

(a) Each eligible applicant shall sub¬ 
mit its grants application to the RA on 
or before a date set by the Secretary. 

<b) A grant application shall include 
all items set out In ft 99.12. 

ic) A grant application will be re¬ 
viewed to determine if it meets the re¬ 
quirements of the Act, the regulations 
promulgated under the Act, and other 
applicable law. In reviewing a grant ap¬ 
plication. the RA shall use the standards 
set forth In ft 95.17(b) of this subtitle. 

§99.19 Application approval: applica¬ 
tion disapproval: grunt agreement. 

The procedures set forth in ft ft 95.18 
and 95.19 of this subtitle shall apply for 
Title VI applications and grant agree¬ 
ments. 

§ 99.20 IV of alternative eligible appli¬ 
cant; services by the Secretary. 

The provisions detailed In ft 95.20 of 
this subtitle shall apply to applications 
and grants made pursuant to Title VI of 
the Act. 

§ 99.21 Modification*. 

The modification procedures set forth 
in i 95.21 of this subtitle shall apply to 
Title VI grants. 

Subpart C—Program Operation 
Requirements for Prime Sponsors 

§ 99.30 General. 

Tills subpart contains the program 
operation requirements governing prime 
sponsors with respect to the creating and 
expanding of public service job opportu¬ 
nities for unemployed and underem¬ 
ployed persons (secs. 205, 602(a)), 

<b> This subpart also contains special 
provisions governing prime sponsors of 
areas of excessively high unemployment, 
which include: 

(1> Prime sponsors of areas having an 
average unemployment rate In excess of 
7 percent for the most recent three con¬ 
secutive months based upon the best 
available information and subject to re¬ 
view by the RA. and which certify to the 
RA in the grant application or a request 
for modification that the application of 
the special provisions for areas of exces¬ 
sively high unemployment are necessary 
in order to provide sufficient Job oppor¬ 
tunities in the area: 

(2) Prime sponsors which arc “ex¬ 
ceptional circumstance" prime sponsors 
under section 102(a)(4) of the Act and 
which certify to the RA in the grant ap¬ 
plication or a request for modification 
that application of the special provisions 
for areas of excessively high unemploy¬ 
ment are necessary in order to provide 
sufficient Job opportunities in the area: 

(3) Prime sponsors which are “con¬ 
centrated employment program** prime 
sponsors under section 102(a)(5) of the 
Act and which certify to the RA in the 
grant application or a request for modi¬ 
fication that the application of the spe¬ 
cial provisions for areas of excessively 
high unemployment are necessary in 


order to provide sufficient Job opportu¬ 
nities in the area; and 

i4) Prime sponsors which are State 
prime sponsors serving areas which arc 
eligible for assistance under Title II of 
the Act and which certify to the RA in 
the grant application or a request for 
modification that the application of the 
special provisions for areas of excessively 
high unemployment aro necessary in 
order to provide sufficient Job opportuni¬ 
ties in the Title n area, 

§ 99.31 Itaftir rwpon^lbilllin* of prime 
»pon*or*; ha*ic rc»pon»tl)ililir« of 
program agrntji. 

(a) (1) A prime sponsor shall admin¬ 
ister Its programs under Title VI of the 
Act pursuant to the provisions of ft 96.21 
of this subtitle. 

(2) A prime sponsor of an area of ex¬ 
cessively high unemployment shall ad¬ 
minister its programs under Title VI of 
the Act pursuant to the provisions of 
I 96.21 of this subtitle, except that the 
provisions of ft 96.21(c), (d) and (e) of 
this subtitle shall not apply. 

(b) The responsibilities of program 
agents, as defined In ft 99.2(e) (3), shall 
be those provided in ft 96.22 of this 
subtitle. 

§ 99.32 Program performance require¬ 
ment* for prime »pon*or*. 

(a) A prime sponsor shall use funds 
under Title VI of the Act in accordance 
with the expenditure levels and enroll¬ 
ment levels described in the approved 
Comprehensive Title VI Plan and within 
the monthly schedule. 

<b> (1) Hie RA shall review the pro¬ 
gram performance of each prime sponsor 
on a monthly basis and determine the 
adequacy of the prime sponsor’s per¬ 
formance with respect to the expendi¬ 
ture and enrollment levels provided for 
in the Program Planning Summary. 
Budget Information Summary, and the 
monthly schedule. 

(2) If a prime sponsor operates at a 
level In variance from the monthly 
schedule, the RA may prescribe correc¬ 
tive action and/or technical assistance 

(c) The RA, on a monthly basis, shall 
make a general review of the prime 
sponsor's performance and goals to de¬ 
termine the responsiveness of the prime 
sponsor’s program to the unemployment 
rates of its area and the employment 
needs of the persons within Its juris¬ 
diction. 

§ 99.33 Public wrvicr job aclivilif in 
the Title VI level of Mi*!uimnriit. 

(a) A prime sponsor may use funds re¬ 
served for sustaining enrollment under 
Title VI to provide: 

(1) Public service Jobs in employment 
projects which provide maximum em¬ 
ployment opportunities for eligible per¬ 
sons <sec. 602(a)): 

(2) Public service employment pro¬ 
grams which meet the requirements of 
ft 96.23 of this subtitle (sec. 602(a) ); 

(3) Basic manpower activities and 
services described In 195.33(d) (1). <2>. 

(4). (5). and (6) of this title (sec. 201): 
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<4> Job opportunities with public em¬ 
ployers. as described in paragraphs (3). 
(4), (5). and (6> of section 304(a) of the 
Act. if the prime sponsor certifies to the 
RA in the grant application or a modifi¬ 
cation that such activities are neces¬ 
sary to provide sufficient job opportuni¬ 
ties in the area served by the prime spon¬ 
sor (sec. 640(a)); 

(5) Where funds are utilized pursuant 
to paragraphs (a)(3) and (a)(4) of this 
section, all provisions under this part 
shall apply, except for references in such 
provisions to f 5 96.20. 96.21 (b) (c) (d) (e» 
<g> and <h>. 96.23, 96.31. 96.32. 96.33, and 
96 34 of this subtitle. In addition, those 
provisions applicable for program under 
Title I, or Part A of Title III shall apply. 
However, when Title VI funds are used to 
fund public service employment, all of 
the provisions of this part shall apply. 

* b) Funds allocated to prime sponsors 
of areas of excessively high unemploy¬ 
ment may also be used for the following 
special program activities and services 
• sec. 604): 

(1) Public service employment pro¬ 
grams which meet the requirements of 
5 96.23 of this subtitle, except that 
i 96 23<b» (2), (3), and «8> shall not 

apply; 

*2) The funding of jobs with public 
employers on community capital im¬ 
provement projects, which would not be 
otherwise carried out (however, these ac¬ 
tivities must be activities that the prime 
sponsor is authorized to do and would 
normally perform Itself rather than con¬ 
tract out). Such projects may include 
the rehabilitation, alteration, or im¬ 
provement. but not new construction, of 
public buildings, roads and other public 
transportation facilities, health and ed¬ 
ucation facilities, and other faculties for 
tiie improvement of the community in 
which the project is or wUl be located. 
Funds shall not be used, however, for em¬ 
ployment In capital improvement proj¬ 
ects which inures primarily to the benefit 
of a private profit-making organization 
(see. 604(b)); and 

(3) The funding of Jobs in projects for 
functions that would normally be au¬ 
thorized for the Jurisdiction but would 
not otherwise be carried out. The activi¬ 
ties performed in the projects must be 
those which the prime sponsor has his¬ 
torically performed itself rather than 
those which would normally be per¬ 
formed by an outside contractor. Such 
projects may Include construction (in¬ 
cluding new construction), rehabilita¬ 
tion. alteration, or improvement of water 
and waste disposal facilities in communi¬ 
ties with populations of 10.000 Individu¬ 
als or less which are outside the Stand¬ 
ard Metropolitan Statistical Area, as 
defined by the Bureau of the Census. 

§ ***>.31 Maintenance of effort. 

(a) Public service Jobs funded under 
Title VI of the Act shall only be to addi¬ 
tion to employment which would other¬ 
wise be financed by the prime sponsor 
without assistance under the Act (sec. 
&a 2 <c). 205(c) (25)). 

(b) To assure maintenance of effort, 
the prime sponsor shall see that all pro- 
crams under Title VI of the Act: 


(1) Shall result In an increase in em¬ 
ployment opportunities over those which 
would otherwise be available; 

(2) Shall not result in the displace¬ 
ment of currently employed workers, in¬ 
cluding partial displacement such as a 
reduction in hours of nonovertime work, 
wages, or employment benefits; 

(3) Shall not impair existing contracts 
for services or result in the substitution 
of Federal funds for other funds in con¬ 
nection with work that would otherwise 
be performed: and 

(4) Shall not substitute public service 
Jobe for existing federally assisted Jobs 
under federally supported programs 
other than those under the Act (secs. 
602(0. 208(a)(1)). 

(c> Prime sponsors, program agents 
and subgrantees may not terminate, lay¬ 
off. or reduce the working hours of. an 
employee In anticipation of hiring an in¬ 
dividual with funds available under Title 
VT. In addition, no participant xhAii be 
used to fill positions or provide services 
normally provided by temporary, part- 
time. or seasonal workers or contracted 
out, or to fill full-time vacancies, unless 
documentation is maintained, as pro¬ 
vided in paragraph <h) of this section, 
that such action does not constitute a 
substitution of Federal funds for pur¬ 
poses that would otherwise have been 
supported by other resources. 

(d> No prime sponsor shall hire or 
allow the hiring of any person into any 
Job funded under this part when any 
other person is on lay-off from the same 
or any substantially equivalent job (secs. 
602(c), 205(c) (7) (8) >. IX layoffs of 
regular employees occur during the grant 
period, participants may not remain 
working in the same or substantially 
equivalent job within the employing 
agency that is affected by the lay-off. 
Such participants shall be transferred 
to positions not affected or be laid off or 
terminated. Prime sponsors shall try to 
transfer them to Title I. if appropriate, 
or shall attempt to place them into un¬ 
subsidized employment before laying 
them off or terminating them (secs. 602 
(C). 205(c)(8)). 

(c) Former employees who lost their 
Jobs due to a bona fide lay-off may be 
hired into positions supported under this 
Part provided that such hiring does not 
constitute a violation of the maintenance 
of effort provisions of the Act and these 
regulations. 

<f> No participant may be placed or 
remain working In any position substan¬ 
tially equivalent to a position which is 
vacant due to a hiring freeze unless the 
prime sponsor can demonstrate that: 

(1) The freeze resulted from a lack of 
funds to sustain former staff levels and 
was not established because of the avail¬ 
ability of funds under this part; and 

(2) The promotional opportunities of 
regular employers will not be infringed 
upon. 

(g) Prime sponsors shall notify the HA 
in writing of any layoff or hiring freeze 
in a deportment or agency w here partici¬ 
pants are employed in positions substan¬ 
tially equivalent to those affected by the 
layoff or hiring freeze. 


(h» Prime sponsors, program agents, 
or subgrantees which utilize funds under 
this Part to hire persons to fill positions 
previously supported by funds other than 
funds available under the Act or to 
provide services which arc normally pro¬ 
vided by temporary, part-time or sea¬ 
sonal workers or which are normally con¬ 
tracted out. shall maintain documenta¬ 
tion that such use of funds does not 
constitute a violation of paragraph (c) of 
this section nor of any other require¬ 
ments of this section. Such documenta¬ 
tion shall be prepared and maintained 
in a form which clearly demonstrates 
that all requirements of this section are 
complied with and shall be readily avail¬ 
able for the inspection of the RA for a 
period of not less than one year subse¬ 
quent to the filling of any position to 
which these provisions are applicable. 
Prime sponsors shall, at the direction of 
the RA, submit such documentation or 
any budgetary expenditure records, reve¬ 
nue statements, and other information 
relevant to determinations under this 
section. RA*s shall not approve any plan 
unless prime sponsors have submitted, 
when directed by the RA. conclusive evi¬ 
dence that the proposed use of funds 
fully meets the requirements of this sec¬ 
tion. 

(i) Funds shall not be used to provide 
public services, through a private or non¬ 
profit organization or institution, which 
are customarily provided by a State, a 
political subdivision, or a local educa¬ 
tional agency in the area if such fund¬ 
ing will result in a reduction of the cus¬ 
tomary level of such service by the State, 
political subdivision, or local educational 
agency. 

(J) RAs and prime sponsors shall 
carefully review all programs to insure 
compliance with all maintenance of ef¬ 
fort requirements. 

§ IJnkage«i *ilh caber employ¬ 

ment ami (raining program*: train¬ 
ing and Mipporiite n*rvice*. 

(a) Each prime sponsor, where ap¬ 
propriate, shall maintain linkages with 
other employment and training pro¬ 
grams as provided under the provisions 
of $ 96.32 of this subtitle. 

<b> As appropriate, each prime spon¬ 
sor shall provide training and supportive 
services for participants as specified bv 
$ 96.31 of this subtitle. 

§ 99.36 Placement goal*. 

Public service employment programs, 
to the extent feasible, shall meet place¬ 
ment goals as described in 196.33 of 
this subtitle «secs. 602*0, 211(b)). The 
provisions of 1 96.33tc>-<f>. however, 
shall not be applicable to participants 
in projects as described in § 99.40(a)(2), 

§ 99.37 Compcu*alion ami working con¬ 
dition* for participant*. 

(a) Participants in public service em¬ 
ployment programs and projects shall 
be compensated pursuant to } 96 34 of 
this subtitle. 

(b) A prime sponsor may establish, 
on an area basis, jobs and wage struc¬ 
tures for participants, taking into ac¬ 
count the average wages In the area 
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served and the cost of living in such 
areas, with the aim of effecting a na¬ 
tionwide, federally supported annual 
average wage rate equivalent of $7,800 
per full-time position within the overall 
$10,000 federally supported salary limita¬ 
tion provided to public service jobhold¬ 
ers. However, this provision in no way is 
Intended to relieve a prime sponsor from 
compensating participants in accordance 
with paragraphs (a). (c). <d). (e). and 
(f) of this section. The RA is authorized 
to make recommendations, on an area 
basis, to prime sponsors pertaining to the 
provisions set forth In this paragraph. 

<c> Participants in classroom training 
programs shall be compensated pursu¬ 
ant to 9 85.34 of this subtitle. 

id) Participants in on-the-job train¬ 
ing programs and projects shall be com¬ 
pensated pursuant to 9 95.35 of this 
subtitle. 

(e) Participants in work experience 
programs shall be compensated In ac¬ 
cordance with 9 95.33(d) (4) (vili) of this 
subtitle When participants enrolled In 
work experience are working In projects, 
wages shall equal the highest of either 
of the rates specified in 9 95.33(d)(4) 
(vili) of this subtitle or the prevailing 
rates of pay for persons employed in 
similar occupations by the same em¬ 
ployer. 

(f) The salary limitations specified In 
9 96.34(c) of this subtitle shall apply to 
compensation provided participants 
under Title VI. 

§ 99.38 P1*rf of rr*itlrnc«* for partici¬ 
pant*. 

ta) General (1) U> At time of both 
application and selection, program par¬ 
ticipants shall reside within the geo¬ 
graphic area for which funds have been 
designated. A program agent, therefore, 
may not hire persons outside of its Ju¬ 
risdiction nor may a prime sponsor hire 
a person from the Jurisdiction of another 
prime sponsor or of a program agent 
within its own Jurisdiction. 

Uli Because of changes In program 
agent designations each program year, 
this policy does not require the layoff 
of participants eligible under the resi¬ 
dency requirements that were applicable 
at the time of their selection. 

<2) A prime sponsor or program agent 
may receive additional funds as a sub¬ 
grantee of another prime sponsor or pro¬ 
gram agent to enroll residents of the 
other prime sponsor’s or program agent’s 
Jurisdiction in any public service Job 
or other manpower program under Title 
VI. The prime sponsor or program agent 
receiving funds must offer Jobs or pro¬ 
grams which are within reasonable com¬ 
muting distance of residents of the 
other prime sponsor's or program agent's 
jurisdiction. 

(3) Consortia of eligible applicants . If 
two or more Jurisdictions eligible to be 
prime sponsors have found a consor¬ 
tium to operate programs under Titles 
I. TI. and VI. residents of any desig¬ 
nated area within the boundaries of the 
consortium may be employed In public 
service Jobs or enrolled in any other 
manpower activity either within the geo¬ 
graphical boundaries of the consortium 
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or outside such boundaries in which case 
the provisions of 9 96.23(b)(7) of this 
subtitle shall apply: Provided . That the 
total amount of funds spent for residents 
of each participating prime sponsor 
equals the amount of funds that the area 
would have received If the consortium 
had not been formed. 

(b) Funds provided under 9 99.2(b) 
(3) shall be used only on behalf of resi¬ 
dents of geographic areas eligible for 
assistance under Title II of the Act. 

(c) Consortia of units of general local 
government formed In order to qualify 
as program agents: multijurisdictional 
prime sponsors. The provisions of para¬ 
graphs (a) and (b) of this section shall 
apply to consortia of units of general 
local government formed in order to 
qualify as program agents and shall ap¬ 
ply to mulUJuiisdlctlonal prime sponsors. 

Subpart D — Program Operation Require¬ 
ments Under the Emergency Jobs Pro¬ 
grams Extension Act of 1976 

§ 99.10 A pporilcm men I of the prime 
»|ion»or’» allocation. 

<a) General . (1X1) Each prime spon¬ 
sor shall reserve from the funds avail¬ 
able during Fiscal Year 1977 for its use 
under Title VI. an amount which, when 
added to the funds available during Fis¬ 
cal Year 1977 for Its use under Title H. 
shall be sufficient to sustain throughout 
FY 1977 the number of Titles n and VI 
participants who were in the program 
on June 30. 1976. 

(11) However, if the number of partici¬ 
pants enrolled in Titles II and VI on Oc¬ 
tober 31, 1976. plus any rehires who were 
terminated from Titles n and VI and 
who are approved for reinstatement In 
accordance with paragraph (c) of this 
section. Is higher than the June 30. 1976. 
level of participants, the prime sponsor 
may reserve funds to carry the higher 
level into the new grant period. The 
prime sponsor should be aware, however, 
that Its allocation, which shall be keyed 
to the June 30. 1976 level, may not be 
sufficient to operate at the higher level 
throughout FY 1977. 

(ill) (A) Funds reserved in accordance 
with paragraph (a) (1) (1) of this section 
shall not be used to support a level of 
opportunities in excess of the June 30. 
1976. level or the level of opportunities 
on the date of grant execution. 

(B> Funds reserved In accordance with 
paragraph (a)(1) (11) of this section 
shall not be used to support a level of 
opportunities In excess of the October 31. 
1976. level plus any rehlres who have 
been approved for reinstatement under 
paragraph (c) of this section or the level 
of opportunities on the date of grant 
execution. 

<iv) Where the enrollment level at the 
time of grant execution is higher than 
the Title VI level of sustainment, prime 
sponsors may transfer these excess par¬ 
ticipants into projects or into their pro¬ 
grams under Titles I or n, to the extent 
that the participants being transferred 
meet the appropriate eligibility criteria. 

(2) Funds remaining after the appli¬ 
cation of paragraph (a)(1) of this sec¬ 
tion shall be used for new projects as 


defined in 9 94.4(ooo) of this title, not to 
exceed 12 months and subject to the 
approval procedures in 9 99.41 (sec. 607 
(b>>. 

(b) Enrollment of Title VI partici¬ 
pants. (1) At least fifty percent of the 
participants enrolled in vacancies or 
openings In the Title VI level of sustain¬ 
ment shall meet the eligibility criteria 
In 9 99.42(a) of this Part. 

(2) Those vacancies not filled by In¬ 
dividuals meeting the new eligibility 
criteria shall be filled by Individual, 
meeting the eligibility criteria in 9 99.42 
(b) of this Part. 

(3) All participants enrolled in proj¬ 
ects as specified In 9 99.40(a)(2) and 
9 99.41 of this Part shall meet the eli¬ 
gibility criteria in 9 99.42(a) of this 
Part. 

(4) Individuals enrolled In Title V] 
may be re hi red as defined In 9 94 4(qqQ >. 
of this title, provided that the mainte¬ 
nance of effort provisions of 9 99.34 of 
this Part are not violated. In addition, 
prime sponsors may give preference to 
unemployed, qualified former health and 
safety personnel for public health and 
safety positions, when selecting Indi¬ 
viduals pursuant to paragraph (b)(2) 
of this section (sec. 607(c) (2). 

(5) The cumulative and current num¬ 
ber of participants meeting the eligi¬ 
bility criteria In 9 99.42(a) of this Part 
who are enrolled in vacancies or open¬ 
ings In the Title VI level of sustain¬ 
ment shall at all times approximately 50 
percent of greater of all participant 
enrolled in vacancies or openings in 
the Title VI level of sustainment. 

(6) In paragraphs (b) (1), (2>, and 

(3) of this section, persons enrolled after 
grant execution shall not Include Title 11 
participants who are moved into Title VI 
during the initial separation of Titles IT 
and VI particinants. 

(c) Any rehire who, after June 30. 
1976. and before October 1,1976. was laid 
off from a Job supported under Titles IT 
and VI because of the provisions of 
9 96.24 (e) and (f) of this subtitle may be 
reinstated by the prime sponsor Into a 
Title VI position supported pursuan; to 
paragraph (a) (1) of this section without 
regard to requirements of paragraphs 
(b) (1) and (2) of this section. However, 
reinstatement shall be subject to RA 
determination that they were laid ofl 
because of 9 96 24 <e> and (f>. after re¬ 
view of information provided in 9 99.14 
<b)(3)(i)(F). The reinstatement pro¬ 
vision of this section shall not relieve 
a prime sponsor from compliance with 
9 99.34(d) (sec. 609(0). 

§ 99.41 Project approval. 

(a) Funds remaining after funds aie 
reserved for supporting the level of op¬ 
portunities determined In 9 99.40(a)(1) 
shall be utilized for public service Jobs 
in new projects, as defined in 
9 94.4(000). not to exceed one year In 
duration. (As part of these new proj¬ 
ects. prime sponsors may utilise those 
funds for manpower program activi¬ 
ties as described in 9 95.33(d) (1). 

(4) . (5), and <6> of this title (sec. $07 
<b)). 
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«b> Such projects and activities shall 
be funded as follows: 

< P Each prime sponsor shall estab¬ 
lish procedures for Its own use and the 
use of its program agents for notifying 
i>otenUally eligible project applicants (as 
defined in S 94.4(ppp) of the applica¬ 
tion process and cut-off date for accept¬ 
ance of applications. 

<2) Each prime sponsor is responsible 
for establishing procedures for its own 
U5e and the use of its program agents, 
whereby, upon receipt, a copy of each 
projcct/activity application shall be sub¬ 
mitted to the prime sponsor’s planning 
council to allow the council to submit 
comments and recommendations with 
respect to the application (sec. 609(a)). 

<U No member of a prime sponsor's 
planning council shall cast a vote on any 
matter in connection with a proposed 
project or activity in which that mem¬ 
ber (or any organization with which 
that member is associated) has a direct 
Interest (sec. 609(a)). 

<3> Prime sponsors and program 
agents should give consideration to pro¬ 
viding a substantial portion of the proj¬ 
ect funds to nonprofit agencies. 

<4> In reviewing project applications, 
prime sponsors, and program agents, 
should carefully consider any proposed 
expenditures for materials, supplies, 
equipment, and space in relation to the 
duration of the proposed projects. 

(6) Prime sponsors and program 
agents shall not disapprove a project ap¬ 
plication without first considering any 
comments and recommendations sub¬ 
mitted by the planning council and pro¬ 
viding the applicant and the council with 
a w ritten statement of the reasons for the 
disapproval (sec. 609(b)). 

(6) In program agent areas, decisions 
on approving or disapproving project ap¬ 
plications shall be made in accordance 
with 1 96.22 of this subtitle. 

? 12 Eligibility for part lri|>n linn in 

Title VI programs. 

(a) The follow ing criteria shall be used 
by prime sponsors in determining par¬ 
ticipant eligibility pursuant to $ 99.40(a) 
<2> and (b)(1) and in selecting partici¬ 
pants for these positions (sec. 608(a>). 

1 1) An eligible person must be a mem¬ 
ber of a family which has a current total 
family income, determined pursuant to 
paragraph <a)<2> of this section, at or 
below 70 per centum of the lower living 
standard income level, as defined in I 94 4 
•nnn), and must meet the residency re¬ 
quirements of $ 99.38 of this Part, and 
must be a person. 

Who, at the time of application, 
has been receiving unemployment com¬ 
pensation for 15 or more weeks which are 
mintciTupted by a period of employ¬ 
ment; or 

Who. at the time of application. 

^ ineligible for unemployment coin pen- 
.ition as defined in $ 94.4(sss) and has 
been unemployed for 15 or more weeks 
which are uninterrupted by a period of 
employment For purposes of this para¬ 
graph. period of employment- Is de¬ 
fined as work in excess of 10 hours in any 
calendar week or work for which the in¬ 


dividual has earned In excess of $30 in 
any calendar week; or 

(lii> Who. at the time of application. 
Is unemployed and is an ex ha us tec as 
defined in $ 94.4<rrr> of this title; or 

<iv) Whose family is receiving Aid to 
Families with Dependent Children 
(ATOC>. including AFDC—Unemployed 
Fathers, under Title IV of the Social 
Security Act 

<2) (I) In determining current family 
income, the prime sponsor shall annual¬ 
ize. based on the three months preced¬ 
ing nimplication, total family income, 
utilizing the same exclusions (e.g„ un¬ 
employment compensation) used- to de¬ 
termine family income for the Partici¬ 
pant Record, except with regard to pub¬ 
lic assistance as defined In I 94 4<ss> of 
this title. Only that portion of public as¬ 
sistance payments received by the appli¬ 
cant which the applicant will be dis¬ 
qualified from receiving due to the en¬ 
rollment of the applicant under Title 
VT (ex. payments under the Aid to 
Families with Dependent Children of 
Unemployed Fathers program) shall be 
excluded. 

(!!> In Instances where, due to sea¬ 
sonal employment, summer employment 
for youth, or other circumstances, the 
three months period Is unrepresentative, 
the prime sponsor shall compute family 
income by totaling all family Income re¬ 
ceived during the twelve months prior 
to application, except for those exclu¬ 
sions Indicated In paragraph (a> (2> (1> 
of this section (sec. 608(a) (2)). 

(3> The prime sponsor shall take rea¬ 
sonable steps to Insure that funds used 
pursuant to ? 99.40 <a> (2) and (b) (I) are 
equitably allocated among the categories 
of cligfblc persons described In subdivi¬ 
sions (f), (li>. (iff), and (iv) of paragraph 
(a>(l> of this section. 8uch equitable 
allocation shall be made in light of the 
composition of the population of unem¬ 
ployed eligible persons served by the 
prime sponsor, to the extent that such 
data are available. No one group shall be 
served exclusively, and no group shall be 
excluded from service (sec. 608(c)). 

(4) Participants under Title I. Title 
TV. section 302 and section 303 of the 
Act. participants under Sections 5 and 6 
of the Emergency Employment Act. and 
participants under Title X of the Public 
Works and Economic Development Act 
who are enrolled in Title n or VT ac¬ 
tivities funded through the Department, 
may be transferred pursuant to | 99.40 
<*> (2> or <b) (1) If they met the require¬ 
ments of paragraph (a)(1) of this sec¬ 
tion and I 99.38 at the time of their en¬ 
try Into the program from which they 
are being transferred, and if maximum 
efforts have been made to place such in¬ 
dividuals in unsubsldized employment or 
training (sec. 105(a)(2)). 

(5) A veteran w r ho lias served on active 
duty for a period of more than 180 days 
or who was discharged or released from 
active duty for a service connected dis¬ 
ability. shall be immediately eligible, 
upon discharge, for participation in a 
project under $ 99.40 (a)(2) and (b)(1) 
of this Part without regard to the 15 
weeks unemployment requirement which 
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would otherwise pertain (38 U.S.C. 
2013): Provided, The veteran has not ob¬ 
tained permanent, unsubsidized employ¬ 
ment between the time of discharge and 
the time of application for participation 
in Title VT. 

• JJPl 1,1 ordcr eligible pursuant to 
5 99.40(b)(2), an individual shall be: 

Cl) (I) A person who has been unem- 
ployed for at least 30 days, as defined in 
9 94.4«hhh). prior to application, or who 
is underemployed, as defined in I 94.4 
(fff). and who meets the residence re¬ 
quirements of $ 99.38. is eligible pursuant 
to 5 99.40(b)(2). The term residence is 
defined in 5 96.27(f ) of this subtitle; or 
<li) A person who has been unem¬ 
ployed for at least 15 days, as defined in 
? 94.4(hhh>. except for the provision of 
5 94.4 *Uhh) (3), prior to application, or 
who is underemployed, as defined In 
$ 94.4<fffi and who meets the residence 
requirements of $ 99.38. is eligible for a 
Job funded under $ 99.40(b) (2) in areas 
of excessively high unemployment. 

(2) A veteran who has served on active 
duty for a period of more than 180 days 
or who was discharged or released from 
active duty for a service connected dis¬ 
ability. shall be immediately eligible, 
upon discharge, for participation in an 
activity under $ 99.40 (a) (1) and (b) (2) 
without regard to the 15- or 30-day 
unemployment requh-cment which would 
otherwise pertain <38 UJ5.C. 2013): Pro- 
tided . the veteran has not obtained per¬ 
manent, full-time unsubsidized employ¬ 
ment between the time of discharge and 
the time of application for participation 
In Title VI. 

(3) A person participating In a public 
employment program under a Section 5 
or Section 6 grant funded by the Emer¬ 
gency Employment Act <EEA> may be 
transferred into an activity under 5 99.40 
(b)(2), In order to provide for the or¬ 
derly phaseout of the EEA grant, if he/ 
she met the requirements of } 99.38 at 
the time his/her entry into EEA. and 
provided that maximum efforts have 
been made to place such an individual in 
unsubsidized employment or training. 

(4) Title I. Title II. Title IV, section 
302. and section 303 participants under 
the Act. and participants under Title X 
of the Public Works and Economic De¬ 
velopment Act. who are enrolled in Titles 
II or VI activities funded through the De¬ 
partment may be transferred pursuant 
to S 99.40(b) (2) only if they met the re¬ 
quirements of paragraph (b)(1) of this 
section at the time of their entry into 
the program from which they are being 
transferred, and if maximum efforts 
have been made to place such individuals 
In unsubsidized employment or training 
(sec. 105(a)(2)). 

(5) A person participating in a WIN 
public service employment program un¬ 
der Part C. Title IV. of the Social Secu¬ 
rity Act, who leaves or is removed from 
a public service employment position, 
shall be treated in the same manner as 
any other such applicant with respect to 
eligibility pursuant to $ 99 40(b) (2); 

(1) IT such an individual is still receiv¬ 
ing cash welfare payments, that individ¬ 
ual meets the definition of unemployed 
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for this title, and is immediately eligible 
if the Individual also meets the require¬ 
ments of 1 99.38. 

<ii> If the individual is no longer re¬ 
ceiving welfare payments, that individ¬ 
ual must meet the standard eligibility 
criteria for paragraph (b)(1) of this sec¬ 
tion. 

(c) The following requirements arc 
applicable In the selection process of 
participants for all jobs and activities 
filled under Title VI: 

<1> The selection of participants shall 
be made in accordance with the provi¬ 
sions of f 96.25 of this subtitle. 

(2) A person who obtains permanent, 
full-time unsubsidized employment after 
application shall no longer be considered 
eligible for Title VI. unless even with 
such full-time employment, an appli¬ 
cant pursuant to I 99.40(b) (2) still meets 
the requirements of paragraph (b)(1) 
of this section. 

(3) Citizenship may not be used as a 
criterion to prevent persons from par¬ 
ticipating in a program under Title VI. 
However, program participation shall be 
limited to nationals of the United States 
and aliens who have been accorded the 
privilege of residing in the United States 
as lawful permanent residents or arc 
otherwise legally available for work in 
the United States. 

(4) While the selection of eligible full¬ 
time students for participation in pro¬ 
grams funded under Title VI is not pro¬ 
hibited, prime sponsors should exercise 
caution in providing for such participa¬ 
tion and should provide for such partic¬ 
ipation only in accordance with these 
regulations. Prior to providing for such 
participation, prime sponsors should give 
special consideration to those persons 
most severely disadvantaged in terms of 
the length of time they have been un¬ 
employed and their prospects for finding 
employment without assistance under 
Title VL 

(5) A participant tn a Title VI pro¬ 
gram may change jobs within a particu¬ 
lar prime spoasor's or program agent's 
jurisdiction without reestablishing eligi¬ 
bility pursuant to paragraphs (a) or (b) 
of this section, but may not be employed 
tn a Job or activity for any other prime 
sponsor or program agent without again 
establishing eligibility pursuant to para¬ 
graphs (a) or (b) of this section. 

(6) The provisions of $ 96.28 and 
9 96.30, special consideration for most 
severely disadvantaged persons and 
groups to be provided special consider¬ 
ation, shall apply to programs funded 
under Title VI. 

<7) The significant segments of a 
prime sponsor's population shall be 
served on an equitable basis, as provided 
in 9 96.29 of tills subtitle. In selecting 
Individuals eligible pursuant to para¬ 
graphs (a) of this section, the require¬ 
ments of paragraph (a)(3) of this sec¬ 
tion are In addition to serving signifi¬ 
cant segments equitably. 

(d> Prime sponsors may transfer Title 
VI jxirtlclpants into Title n without re¬ 
gard to the 30 day period of unemploy¬ 
ment requirement (sec 4<a)<l)(B) of 
Pub L 94—444)* 
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8 99*43 VrrtifiMlion of participant eligi¬ 
bility. 

(a) A prime sponsor Is responsible for 
assuring the eligibility of all participant* 
under Title VI. The eligibility require¬ 
ments of paragraphs (I), (11). (ill), and 
<lv> of 5 99 42(a)(1) of this Part are 
verifiable. Prime sponsors shall be liable 
for any payments made to participants 
determined ineligible during program 
audits or reviews or otherwise. Decisions 
on whether to verify eligibility and on 
the method of verification rest with the 
prime sponsor except as provided in 
paragraphs (b) and (c) (3) below. 

<b) To facilitate the rapid implemen¬ 
tation of this program, the prime spon¬ 
sor may enroll without prior verification, 
applicants who attest to their eligibility. 
Within 60 days of these participants* 
enrollment, the prime sponsor shall ob¬ 
tain written verification of their eliglbity 
from the State employment security 
agencies <8E9As) and/or welfare agen¬ 
cies. Participants who are found to be 
Ineligible shall be terminated Immediate¬ 
ly and the prime sponsor shall not be 
liable for wages and benefit* paid to 
these participants prior to the receipt of 
the written verification. 

(c) In order to protect their liability, 
prime sponsors are encouraged to de¬ 
velop arrangements and procedures for 
the verification of participant* a* fol¬ 
lows: 

(1) Arrangement*, including cooper¬ 
ative agreements, with SESAs for the 
verification of Individuals whose appli¬ 
cations Indicate that they qualify pur¬ 
suant to paragraphs (1). Oil. and (ill) 
of f 99.42(a)(1) of this Part: and 

(2) Arrangement* with public welfare 
Agencies for the verification of individ¬ 
uals whose applications Indicate that 
they qualify as an AFDC recipient 
(I 99.42(a) (l)(Iv)). 

(3) To the extent that there are ar¬ 
rangements pursuant to paragraphs (c) 
(1) and (2) of this section and these ar¬ 
rangements are described in an approved 
grant, the prime sponsor shall not be re¬ 
sponsible for verifying those eligibility 
requirement* covered in those arrange¬ 
ments, nor shall it be liable for any costs 
resulting from its reliance on such 
arrangement*. 

(d) As unemployment compensation 
recipient* approach their 15th week or 
their exhaustion status, SESAs will be 
informing them of their possible eligi¬ 
bility for Title VI programs. Prime spon¬ 
sors shall work with the 8E8A In the de¬ 
velopment of arrangement* for inform¬ 
ing these Individuals of their possible 
eligibility for available opportunities. 

( 99.4*4 Spcrlul ron»id«-r*tton« on nrlii■ 
tfotw 

In providing public service Jobs and 
determining hours of work for individ¬ 
uals eligible pursuant to 9 99.40(a) (2) 
and 9 99.40(b)(1), each prime sponsor 
shall take into consideration the house¬ 
hold support obligations of the Individ¬ 
uals and shall give special consideration 
to such alternative working arrange¬ 
ments a* flexible hours of work, shared 
time and part-time Jobs, for participant* 


with particular needs, eg., parent* of 
young children, older person*, and hand¬ 
icapped Individuals (sec. 608(d)), 

§ 99.45 Administrative staff sriertlon 
and compensation. 

(a) The Title VI administrative stall 
shall be selected and compensated in ac¬ 
cordance with the provisions of § 96.35 
of this subtitle. 

<b> When administrative funds arc 
utilized to pay the wag^s of supervisory 
personnel for project*, the promotional 
right* of existing employee* to fill the 
supervisory positions shall be protected 

Subpart E— Administrative Provisions 
§ 99.70 General. 

This subpart contain* regulations on 
the administration of grant* under Title 
VI of the Act. The regulation* in this sub¬ 
part reference the section* of Part 98 of 
this subtitle which apply to Title VI 
grants. 

§ 99.71 Payment*, financial numnic'*- 
ment and audll. 

99 98.2 through 98 6 of this subtitle 
relating to payments, financial manage¬ 
ment system* and audit* apply to grant* 
under Title VI of the Act (secs. 702<b>. 
713). 

§ 99.72 Reporting requirement*. 

(a) Section 98.7 of thl* subtitle shad 
apply to Title VI program* (secs. 702( 12). 
7X3). 

(b) Section 98.8 of this subtitle re¬ 
quiring submission of the Program Statu* 
Report and Monthly Report shall apply 
to programs under Title VL To assure 
the effective implementation of the pro¬ 
gram and the least disruption during its 
phase-down, the Secretary may require 
the prime sponsor to submit information 
on a more frequent basis. 

(c) Section 98.9 of tills subtitle re¬ 
quiring submission of a Quarterly Sum¬ 
mary of Participant Characteristic* shall 
apply to programs under Title VI. 

(d> 8ectlon 98.10 of this subtitle re¬ 
quiring submission of a Report of Fed¬ 
eral Cash Transactions shall apply to 
programs under Title VI. 

§ 99.73 Rrallorntion of fund*. 

(a) Irrespective of requirement* under 
9 98.11 of this subtitle, the RA may make 
such reallocation, a* he deems appropri¬ 
ate. of any amount of any allocation un¬ 
der Title VI of the Act to the extent that 
he determines that an eligible applicant 
will not be able to use such amount with¬ 
in a reasonable period of time. 

<b> When the RA determines that a 
reallocation is appropriate, he shall give 
the grantee and the appropriate Gover¬ 
nor 30-day notice of the proposed action 
to remove funds from the grant. 8uch no¬ 
tice shall include the specific reasons foi 
the action being taken. 

(c) The grantee and the Governor 
will be invited to submit comments on 
a proposed reallocation of funds. These 
comment* shall be submitted to the RA 
within 30 days from the date of the no¬ 
tice. The RA shall notify the Governor 
and affected prime sponsors on any de¬ 
cision to reallocate funds and shall have 
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any such decision published In the Fed¬ 
eral Register 

i d i The procedures set out In this sec¬ 
tion are hi lJeti of any other procedure 
which might otherwise be applicable un¬ 
der g 98.40, et scq. of this subtitle. 

<e> Any reallocation of funds shall be 
to an alternate eligible applicant to serve 
die same area or to eligible applicants to 
serve other areas. In reallocating such 
funds to serve other areas, priority shall 
be Riven first to eligible applicants 
within the same State and then to eligi¬ 
ble applicant* within other States, tak¬ 
ing into consideration the number of eli¬ 
gible unemployed individuals In those 
areas (sec. 606>. 

fc 90.7 1 Allonitblt Ftilrral ruMv 

(a 1 Section 98.12 of this subtitle con¬ 
cerning allowable Federal cost* shall 
apply to Title VI grants. In addition, the 
cost of participant*' salaries And fringe 
benefits or the cost of allowances in areas 
of excessively high unemployment may 
include Jobs on community capital im¬ 
provement projects, which would not 
otherwise be carried out by the grantee 
or subgrantee, including the rehabilita¬ 
tion, alteration, or improvement of pub¬ 
lic buildings, roads, and other transpor¬ 
tation facilities, health and education 
facilities, and other facilities for the 
improvement of the community in which 
the community capital improvement 
project* or will be located, but such 
funds shall not be used for public service 
employment in new building and high¬ 
way construction work or in other work 
which Inures primarily to the benefit of a 
private profltmaking organisation (sec. 
604(b)(3)). The costs of participants' 
salaries and fringe benefits or the cost* 
of allowances in areas of excessively high 
unemployment are allowable for partici¬ 
pant* engaged In construction, rehabili¬ 
tation. alteration, or improvment of 
water and waste disposal facilities which 
would not otherwise be carried out, in 
communities having populations of 10.- 
000 Individual* or less which are outside 
the boundaries of a Standard Metropoli¬ 
tan Statistical Area (as defined by the 
Bureau of the Census> (sec 604<a> (3>). 

99.75 (.ranter contract* and Mill- 
grants. 

Section 98.27 of this title shall apply 
to Title VI grant*, except that contract* 
wnd sub grants may not extend more 
than 6 months beyond the term of the 

Brant 

§ 99.76 Allocation* of allowable roots 
among program aclMlie*. 

Section 98.13 of this subtitle shall ap¬ 
ply to Title VI grants. 

§ 99.77 Ra*ic personnel *tundurd* for 
eligible applicant*. 

<a> Section 98.14 of this title shall ap- 
Ply to Title VI grant* (sec. 703(14)). 

<b> The basic personnel standards, as 
set forth in f 98.14 of this subtitle, shall 
apply only to an eligible applicant's staff 
and not to program participants. How¬ 
ever. in filing public service Jobs funded 
’ludor Title VI of the Act, eligible appli¬ 
cant* shall insure that applicable per¬ 


sonnel procedures and collective bargain¬ 
ing agreements have been met. 

§ 99.78 Adjustment* in payment*. 

Section 98.15 of this subtitle shall ap¬ 
ply to Title VI grant* (sec. 702(b)). 

§ 99.79 Terminaliovi of grant and clo*r- 
€iul procedure*. 

Sections 98.16 and 98.17 of this sub¬ 
title shall apply to Title VI grant* (sec. 
702(b)). 

§ 99.80 Retention of record*. 

Section 98.18 of this subtitle shall ap¬ 
ply to Title VI grant* (sec. 703(a) (12)). 

§99.81 Program income and procure¬ 
ment Mandard*. 

Sections 98.19 and 98.20 of this subtitle 
shall apply to Title VI grants. 

99.82 Nondiscrimination, equal em¬ 
ployment opportunity, iifpotiim 
amt restriction on political activities. 

(a) Sections 98.21, 98.22 and 98.23 of 
this subtitle apply to Title VI programs 
(secs. 703(1), 710and 712): 

(b) Sections 98.24, 98.25, 98.26. 98.28, 
and 98.29 of this subtitle relating to gen¬ 
eral benefit* and working conditions, re¬ 
tirement programs, procedures for re¬ 
volving issues, nonfederal status of par¬ 
ticipants, and Davls-Bacon Act provi¬ 
sions. shall apply to Title VI programs. 

§ 99.83 A»«c»*mcnl ami evaluation. 

Sections 98.30 through 98.34 shall ap¬ 
ply to Title VI grants (sec. 703(14)). 

§ 99.81 Hearing* and judicial review. 

Sections 98.40 through 98.49 of this 
subtitle shall apply to Title VI grant* 
(except as otherwise provided in this 
part). 

Subpart F—Special Conditions for Grants 
to Indian Tribes and Atasfcan Native 
Villages 

§ 99.90 General. 

Tills subpart contains special condi¬ 
tions for grant* under Title VI of the 
Act to Indian tribes on Federal and State 
reservations, recognized tribes in the 
State of Oklahoma, and Alaskan Native 
Villages in the State of Alaska. To the 
extent that any provisions of this subpart 
differ from any other provision of this 
part, the provisions of this subpart shall 
govern. Otherwise, the requirement* of 
this part 99 apply to programs under this 
subpart. 

$ 99.9| Grant responsibility. 

The Division of Indian and Native 
American Programs in the Office of Na¬ 
tional Programs shall have full responsi¬ 
bility for all matters pertaining to funds 
allocated to eligible applicants as defined 
under $ 99.90 above. For purposes of this 
subpart, all references to RA in this Part 
99 shall be read a* Director, Division of 
Indian and Native American Programs. 

g 99.92 Distribution of fund*. 

Funds for use under this subpart shall 
be not less than 2 percent of all funds 
appropriated for Title VI programs. Such 
funds shall be allocated among the desig¬ 
nated prime sponsors on the basis of the 


prime sponsor's Indian and Alaskan Na¬ 
tive rate of unemployment compared to 
the rate of unemployment in all eligible 
areas. In making such allocations, the 
Secretary shall use the best data avail¬ 
able. Within prime sponsors which are 
consortia, the Secretary shall allocate 
funds among the member reservations on 
the basis of identifiable areas of high 
unemployment. To the extent feasible, 
a nonconsortium prime sponsor shall 
allocate funds within it* area on the 
basis of identifiable areas of high 
unemployment. 

§ 99.93 Eligibility fur fund*. 

Indian tribes on Federal or State res¬ 
ervations, recognized tribes in Oklahoma 
and Alaskan Native villages shall be eli¬ 
gible for Title VI funds provided they 
meet the requirements of f 96.42 of this 
subtitle, except that recognized tribes in 
Oklahoma and Alaskan Native villages 
are exempt from the Federal or State 
reservation requirement. 

§ 99.9-f Funding of prime* ftpoit«or*. 

fa) A prime sponsor, if necessary, shall 
update its Preapplication for Federal 
Assistance (SF-424) to include a request 
for funding pursuant to Title VI of the 
Act. An eligible applicant which has not 
previously submitted a PreappUcation 
shall comply with 5 97.111 of this subtitle. 

(b> A consortium, if necessary, shall 
amend its consortium agreement to in¬ 
sure that it covers activities funded 
under Title VI of the Act. 

(c> Funds made available pursuant to 
Title VI shall be included in existing Fis¬ 
cal Year 1977 grants via a modification 
If appropriate. If new grant* are exe¬ 
cuted. they shall be for a period not to 
exceed 12 months, 

<d> The Title VI modification of the 
new grant shall consist of the Employ¬ 
ment Plan and the Grant Sheet. New 
grant* shall also include appropriate As¬ 
surances and Certifications. The Employ¬ 
ment Plan shall consist of: 

(1) A full narrative description of the 
program: 

<2) A program planning summary: 

<3) A budget information summary; 

<4> An occupational summary: 

<5) A program summary: and 

(6> A monthly plan. 

§ *>9.95 Participant eligibility. 

Indian and Alaskan Natives who meet 
the eligibility and residency requirements 
of this part shall be eligible to partici¬ 
pate in programs funded under Title VI. 

§ 99.96 (',oimiif*iiI« and publication pro* 

rrdurm relating to *ubnii*%ion of ap¬ 
plication for funding. 

Each eligible applicant shall provide 
an opportunity for comment on it* Title 
VI plan a* set out in * 97.115 of this 
subtitle. 

§99.97 Planning proce**; advisory 
council*. 

Eligible applicants shall utilize in 
their planning process the services of 
their planning councils authorized un¬ 
der $ 97.113 of this subtitle. In addition. 
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the provision of i 99.41 shall apply to the 
project application approval process. 

§ 99.'>8 Travel requirement*. 

Travel regulations for grantees under 
this subpart shall be those at 5 97.161 (f> 
«7> of this subtitle. 

§ 99.99 NcpotUin ami conflict of inter- 
r*t. 

»a> No prime sponsor, subgrantee or 
contractor shall hire, or permit the hir¬ 
ing of. any person in a staff position, nor 
shall they accept any person as a par¬ 
ticipant. if a member of the person’s im¬ 
mediate family is employed in an admin¬ 
istrative capacity by the prime sponsor, 
subgrantee or contractor. For the pur¬ 
poses of this section, the term “immedi¬ 
ate family'* means wife, husband, son. 
daughter, mother, father, brother, and 
sister. The term “staff position*’ includes 
all positions such as instructors, coun¬ 
selors. administrators, and suppliers of 
training and services. The term “em¬ 
ployed in an administrative capacity" In¬ 
cludes those persons who have overall 
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administrative responsibility for a pro¬ 
gram. including: Ail elected and ap¬ 
pointed officials who have any responsi¬ 
bility for the obtaining of and or ap¬ 
proval of any grant funded under this 
subpart as well as other officials who 
have any Influence or control over the 
administration of the program, such as 
the project director, deputy director and 
unit chiefs; and persons who have selec¬ 
tion. hiring, placement, or supervisory 
responsibilities for public sendee em¬ 
ployment participants. The Secretary 
may waive this requirement if adequate 
Justification is received that no other 
persons within the subgrantee’s Juris¬ 
diction are eligible and available for 
participation or employment by the 
prime sponsor. 

(b) Where a tribal policy regarding 
nepotism exists which is more restrictive 
than this policy, the prime sponsor shall 
follow the tribal rule. 

(c) Each prime sponsor shall estab¬ 
lish safeguards to prohibit employees 
under the grant, board members, or 


tribal council members from using their 
positions for private gam for themselves 
or ethers with whom they have fam:h 
business or other ties. 

§99.100 \oi»KliiM-rim«iw»llon: political 
activities. 

Sections 98.21 and 98.23 shall be appli¬ 
cable to programs under this subpart 
except to the extent that those prov; 
&lon$ conflict with 42 U.8.C. 2000c- b» 

§99.101 Suhgrunt*. 

In addition to the requirements con¬ 
cerning subgrants. Indian tribes may 
requlrc that subgrantees agree, to the 
maximum extent feasible, to hire as staff 
qualified Indians In accordance with 42 
UJS.C. 2000C-2U). 

Signed in Washington. DC., this 7th 
day of March. 1977. 

Robxbt J. McConxon. 

Deputy Assistant Secretary 
lor Employment and Training 
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Register Index," or both. 
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RULES AND REGULATIONS 


Title 21—Food and Drugs 

CHAPTER I—FOOO AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE 

l Recodlftcatlon Docket No. 15: Docket No. 

70N-05011 

SUBCHAPTTR B — FOOO FOR HUMAN 
CONSUMPTION 

REORGANIZATION AND REPUBLICATION 

The Food and Drug Administration 
< FDA) Is reorganizing and republishing 
certain sections of the general regula¬ 
tions together with the human food reg¬ 
ulations under its jurisdiction, effective 
March 15.1977. 

The Commissioner of Food and Drugs, 
for the purposes of establishing an or¬ 
derly development of informative regu¬ 
lations for the Food and Drug Adminis¬ 
tration. furnishing ample room for 
expansion of such regulations In years 
ahead, and providing the public and 
affected industries with regulations that 
are easy to find. read, and understand, 
has Initiated a recod location program 
for Chapter I of Title 21 of the Code of 
Federal Regulations. 

This is the fifteenth document in a 
series of recodification documents that 
will eventually Include all regulations 
administered by FDA: this document In¬ 
corporates certain general regulations 
applicable to human food formerly under 
Subchapter A Into the newly organized 
Subchapter B but docs not set forth 
those regulations administered by the 
Environmental Protection Agency under 
Part 193. The full text of Part 193. trans¬ 
ferred from Part 121. was set out under 
Part 123 in the tenth recodiflcation docu¬ 
ment published in the Federal Register 
of March 28, 1975 <40 FR 14156*: Part 
123 was subsequently transferred to Part 
193 by publication in the Federal Reg¬ 
ister of June 28. 1976 ‘41 FR 26565'. 

The fourteenth recodiflcation docu¬ 
ment, published in the Federal Register 
of September 10. 1976 <41 FR 386181. 
transferred I 1.16 and all of Subpart C 
of Part 121 to Subchapter E— Animal 
Drugs. Feeds, and Related Products. 
Upon publication of this fifteenth recodl- 
fication document, all regulations con¬ 
cerning human food now appear under 
reorganized Subchaptcr B (Parts 100 
through 199» The fourteenth recodiflca¬ 
tion document also transferred all other 
animal food regulations from old Sub- 
chapter B to Subchaptcr E t Parts 500 
through 599 •; At that time, separation 
of regulations concerning animal food 
from those on human food necessitated 
some duplication (with changes for edi¬ 
torial clarification* of certain sections 
in Subchaptcr B and Subchaptcr E. The 
reader will find all the other 'old sec¬ 
tions*’ listed in the redesignatlon table 
appealing in the preamble to the Sep¬ 
tember 1976 recodiflcation listed again 
in the redesignation table below, reflect¬ 
ing their position in Subchapter B num¬ 
ber-keyed. as far as practicable, to their 
section number in Subchapter E (c.g„ 
$ 1.7, as applicable to animal food, was 
redesignated as f 501.1 and. as applicable 
to human foods, Is redesignated below as 
) 101 . 1 *. 


Changes in the food additive number¬ 
ing system In this recodiflcation have 
been made in an effort to provide a com¬ 
prehensive system to solve the problems 
of clarity and accessibility. The Commis¬ 
sioner invites suggestions for further im¬ 
provement to make the food additive reg¬ 
ulations clear and readily accessible to 
the reader. 

The following table shows the rela¬ 
tionship of the CFR section numbers 
formerly under Subchapter A and those 
sections being redesignated under the re¬ 
organized Subchapter B and under Sub¬ 
chapter E. This conversion table Includes 
all changes made by FDA recodiflcation 
documents numbered 14 and 15. 
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NA 

iu.ox) r ... 

13X103 .. 

NA 

I9JB6.... . 

12X101. 

NA 

1U5,_~ 

19X137... 

NA 

16497..._ 

19X186. .. 

NA 

19.400... 

19X140..,.. 

NA 

19.000... . 

19X150.. 

NA 

itfiL - 

19X187... 

NA 

19000... -.. 

12X191.. . 

N A 


Soe footnote* at end of labia. 
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RULES AND REGULATIONS 


14303 


Ok! section 


New 

Nnr human section animal 

section > 


1*665.. 
l^flPU . 
ivies., 
13,4*6.. 
14 664.. 
10.7*0.. 

1XTS5.. 
H».70t. 
!lO 


19.786.~ 

1S.770.— 


rniK. 
. 133.190. 
— ISAM. 
. ua,Mi. 
. mm. 
uu«. 

113 167- 
111.170. 
_ 1 XL 171. 
IXLltti. 

min. 
mm. 

_ IS&179. 

.. - IXU78 . 
1XLM0. 

_ man. 

_IAIN, 

133.17k 
. 133,123. 

. . . 1A1M. 

mm. 

mj47 

_ 133.144. 

__ IAW. 

1SA30.. 



. .._ 

27,70... 


27.71 


r.7i. 

r.». 

.. 145.131 . 

. I4MMO) .. 

77.61. 

145.110(c) 

77.W. 

27.61... . 

.. UAUftla). 

27.96. 

27.100.... 
77.101 ... 

77.100_ 

77.106_ 

_ lAVKVr). 

146.11ft____ 

.144.135. • 

.. 144.130.... 

. 146.13ft. . . 

_. 146.131. 


NA 
S’A 
NA 
NA 
VA 
NA 
NA 
N 7. 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 

NA 

NA 

VA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 


NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 


Set footnote* it end of table. 


014 aertlon 


New human Mellon 


New 
animal 
auction • 


not .. 

' 

37.10?. 

37.104. 

37.103.. 

27.111.. 
*7.11? 

27.113.. 
27.114 . 
27.1th.. 
27.12ft.. 
27.12* 

27.127. . 

27.128. . 

27.111.. 
27.1*0.. 
27.U1. . 
27.15? 

27 IV. 

27.114.. 
27. LM. . 
27.1/4. . 
27.157. . 

27.156.. 
27.150. . 
27.1*>- . 
26-101 . 
27-143. . 

27.143.. 
27-144 . 
27.144 . 
27144 
27.147. . 

r.i« 

» 1 .. 

2A7- 

2U-? ... 

86 *.. 

»-4 

*M-. 

30il . 



J44.13* 

144.137 
ltov.i t0 
144.141 . 

144.144 
MAUD 
144.144. 

144.151 . 

144.152 . 

144.153.. 

144-154. 

144.133 
144.113 

146.110. 

I4A1I1....... 

144.130 
146.14a 
l46.1C / >- . 

144 170 

144.171.. 

144Ll7i.. 

144.175. 

144.174 . 

144.177.. . 

144.155. 

144.154.. 

144.158_ 

I It. ISO. 

144.101.. 

144.161_ 

144.143. . 

144 144 . 

144.145.. 

144 144_ 

146.107.. .. 

KV.lAka). . 
U2L126U». 

106.1(0.. .... 

150.140 . 

15a 140. 

150.141 . 

150.16!.. 

108.180 . 

108-140.. 

m .130 _ 

148 ItO . 

145.175.. 
l61J73<r! . 

161 14Va. ... 

161.145(C).... 

161.130. 

161.131 . 

141.1X2. 

tei.rn. 

141.134 

161.135.. 

141.136 
161.137. 

161 . m.. 

161.134.. .. 

141.140 . 

161.175 . 

141.176 . 

161.1“ ‘ 

141.1 
141.1 
141.1 
160.100. 

160.115.. 

160.110. 

160.104. 

16D.U4*. 

160.190.. 

100,185_ 

140.140 .1 

100.150 _ 

160.145 ___ 

106.110.. 

144.150 _ 

164.110.. 

164.120(c). 

UB4... 

156.170; it s . _ 

156.170(b).. 

. USlTWal. 

156. (70(b). 

155.1704 c*. 

lS5.172i#‘ . 

_ 



NA 

NA 

N\ 

NA 

NA 

na 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
VA 
NA 
NA 
•- S 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 

na 

NA 

NA 

NA 

SA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

SA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

SA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 


Old Mctleti 


New human wt1<m 


New 

animal 
auction » 


53.40 . . 

15JU«Xe>... 

NA 

61.41_ 

i£mm} 

NA 

•M3.„y 

11646046)__ 

NA 

•0.1-.. 

106*5... 

NA 

85.1.. 

1V7A10. . . 

NA 

65.2. 

197 All* 

NA 

81.3. 

l'CX» 

NA 

66.4 — „. 

197*25 

NA 

MS.. 

1V7A2U . . 

NA 

MO. ... 

197A30.. 

NA 

M.7. .. 

197A40 

NA 

MA- . 

r*7 - 

NA 

85.V_ _ 

197*55 

NA 

65-10... .. 

197*60 . 

NA 

WwU. 

197*70 

NA 

M.13.. 

l'C*rf» 

NA 

65.13 . 

1*7*65. 

SA 

65.14 .. . 

197*15. 

NA 

65.14 . 

197.310 

NA 

85-17. .. 

197*12.. 

NA 

85.W. . 

1*74*). 

NA 

HJ4.. 

197*25. 

NA 

66.20. 

197A8H. 

NA 

85-21. 

1*9*60 

NA 

85.2?. . 

U»7 %W 

na 

68JB. 

197AVI..... .. 

na 

85-24. 

197AM. . 

na 

85.25 

197*60 

NA 

M.76- 

H6J70 

NA 

64.27. 

I97A80... 

NA 

N*| 

i«: m 

NA 

65.36._. 

177.315,. 

NA 

60.1--- 

166*. . 

MB. 3 

Ml2... 

MM* . 

MK 

603.. .„„ 

108*_ 

50A5 

00.4 . 

106.7.. 

:ol: 

•0.5 . 

Ml*___ 

W 10 

MO. 

108.6.. 

NBC 

60.7. ..... 

10*11._. 

MBU 

8030 . 

106*6.. 

MR 35 

100.1 . 

104*... . 

na 

MHL2. 

104.1*. 

NA 

1005 . 

104 17..... 

NA 

WJ.. 

108*_ 

VOt A 

1023. 

MB*.... 

fi<U H 

K30L5-- 

Km 

NA 

102.6.. ._ 

ME. 57. 

NA 

100.7. . 

102*0..... 

N A 

1O0J. . 

100.47. 

NA 

10031 . 

100.Hi. . 

• 

IOlMO. . 

10C.M 

NA 

102.11. - .. 

100*4 .. 

NA 

102.12. 

102*8. 

NA 

100-13. ... 

100*9 

NA 

102.14. 

102*5. 

NA 

100- 1ft. 

102.66....~. 

NA 

100,16 ... 

100-55_ 

NA 

Htt.17.. . 

UfcUt. 

NA 

100,10-... . 

H0137. . 

N 5 

121.1 - -.— .. 

170*__ 

>570.3 

121.3... 

170.19___ 

stol iu 

133*3__ 

170.30__ 

m 60 

121.4 .. 

170.13 

•70 1ft 

I3L5.. 

170.23 . _ 

sm 

121*... . 

170-20 

570.3U 

121 A. . 

170.10.__ . 

NA 

_ 

17DL4S. 

NA 

121.11. 

170.6_ 

>70 6 

out. 

170.50 

VA 

121.13__ 

170*0_ 

VA 

121.14 .. 

1*1 ft 

NA 

12140 .. 

170AS. 

A70.M 

121.41... 

170.TO 

•70.38 

121.51 cicepi <h) and 

171.1. 

57k 1 

(1). 




121.51 t k) au4 0). 

m*j. . 

121hSJ 

121.54 

121.55 
121.77. 

121.74.. 

121.7ft __ I 

121.101 •icept tahki 

in (d) and (a) 
through tl>. 

121 101 (di . 


171 100 

ITI.7.. 

171*. 
171. MC 
171.110 
179.14 
17I.13M 
170.17. 
162.1 


IAM006.., 

no.ioov.... 
no.1063... 
162.104ft... 
isjtmT... 

ICO. 1057... 

182.1041.. 
IHM ... 

162.1073.. .. 

MQ.I677... 
IWHWC7... 
UO.tOVt.... 
187.1000. ... 

noLiouo.... 

UC-llJft... 

262.1127.. .. 
M3JI39... 
MuLUJl.... 

ir.uxs .. 


571.100 
371.7 
371.6 
571. UK 
371.110 
.70 1% 
571. 1 J» 
570 17 
tfS. I 


7SiLUms 

fco. too* 

>CL ><*3 
NA 
NA 
ml tow 
.ec. W 1 
fel um 
582.1073 
5h2. 1077 
562.10K7 
*eJL ltM 
58iioin 

:*l 112.1 

:*c.\ijn 
562.1120 
52211)11 
36? UJ5 
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14.301 


RULES AND REGULATIONS 


Old Motion 


121.101 «n 


tiLtflift. 

1*3.1668.. 

dc-MW. 

182.1711. 

UC.1721. 

1X2.1738 

uoih* .. 

i*M7t; . 

IX2.174M.. 

16L1701 

W.1763 

1W.177X •. 

W2.177H 

109.17*1 . 

IK2.I7W_ 

183.1804.. 

1*2.1*10 . - 

182.1801__ 

WC-Oll . 

uuia.^_ 

ucuorv . 

uajfoa__ 

u&m? .. 

18*4087.- 

184.24X7.. 

1*2.2727.. 

HC.27».._._ 

ItUlM. 

I82J0I3. 

» NA ------ 

1818020. 

132-3MI.. .. 

SJBJ0M... . 

imaow. 

182.314)0.. 

182.3I40. ... 

UttJTO. 

ittaw. 

18&J32I.. 

18X8333. 

It 81X8-. 

I8Y.88E8... 

1 N \ 

ii?. wm_ 

1824897_ 

K83J040*. 

* NA -. 

1824870. 

1824731.. _ 

* NA__ 

. 

1928700. 

10247*4 .- 

itLm. 

1818901. 

1819848. 

IKMNSL' 

1*24000 

S9M0M 

1814089 

DCAdSt 

IKMIOI 

iKMHr, 

I *4.4308_ 

1*2.45/1_ 

8«e footnote# at end of table. 


60S. 16V. 

Sil 100 
8811711 
5811721 
58117» 
5S2.17*2 
082. 1745 
581174* 
582.1751 
rim i7oi 
am 1775 
Mtt 177* 
am 1751 

am 17*3 
a*?, wh 
am mo 

Vttlwil 
NA 
am i r »?i 
1*2. 1V75 

ml io.-o 
r*L »» 

• ■ : 
VC. 2497 
881TW7 
881 3720 
3*2./»« 
HI Mil 
He. m 
NA 
582.9011 
HdlOH) 
5813rftfi 
HU 1100 
VC. 310 

501 noo 
m sira 

582.818V 
382 act 
802.038 
HS. ;t*0 
883.9090 
VC »4«0 
ML Ml* 
M2.9U7 
■VC. 8040 
099.9860 
582.3070 

nmi 

582. 3730 
5823730 
582 3700 

' (7*4 

5R2.1700 
582.5708 
582. »tl 
50(29882 
983.9009 
NA 
NA 
NA 
582 4101 
NA 
5814500 
£82 4031 


New human section 

Now 
animal 
•erUon » 

Old sectloa 

New 

Nrw human section animal 
•action * 

-182.1137 . 

5*L1I0? 

121.101(d)_ 

.182.4560. 

NA 


am. 1139 


1X2.4000. 

Ml 4666 

1st 1141 

VC-1141 


182.5013. 

582.9013 

182.1143 

Ml 1141 


1X2.5017. 


18-1IV, 

5tC 1155 


DC-50W_ 

562.504? 

IW-IUtt 

M2. 11C, 


19LfQ9»__ 

-_ 062.1085 

tx/.llhO . 

NA 


DC .5118..._ 

__ 462.611* 

DC. 1191 

am 1101 


182*5145,. 

382. £14*. 

Ilitlt'O. 

am IDO 


IKL5150.„_ 

_ 582. MM 

DC ID* . 

am no* 


mam._ 

58L Mol 

DC-UVO. 

Ml lf» 


1SLM66. 

Ml 0(05 

1X2.1206.. 

VC. \-M 


lxL53>l 

__ ML ISM 

Wtl207... 

vei 30: 


I8t52tn. 

Ml 5 /111 


am 12)0 


DC 521?. 

VC. 5312 

182.1217... 

ML 1217 


DKLH17. 

.... a«2LS2i: 

182.1205. 

ML 1330 


WCA22S. 

582.5Z5I 

I8tl240 . 

5X11240 


1834290. 

5JL6290 

1*2.1/75_ ..... 

am 1275 


1934940. 

5*15/45 

MB. 12B0... 

NA 


1994200. 

582.5350 

133,1390. 

amt i33i 


ix? a?- 

VC. 5253 

l»tU34___ 

••V 


DC 4360. 

§«?, VJ« 

ix.M.W,.. . 

VC-I3.V, 


iK2.iUoa.. 

NA 

UC.1,166... 

HQ 1106 


1 NA 

VC. 5771 

I.X2.!4m> _ 

>'/. ivn 


18/.S273 

:»?C.527l 

182.1425 . 

560.142.*, 


1874901 ... 

582.59 H 

IS/.14®__ 

VC ICn 


1*24904_ 

5tC»04 

182 1431. . 

Mi 1431 


IX .’ v>w 

VC. 5300 

182.1440. .... 

NA 


18249X 

KB. .‘ax 

IXJ.IWO____ 

vwr.Hxo 


1824311 

VC. 5311 

dc.isoo . 

582.15011 


1824313. _ 

VC. NH5 

182.1514k. . 

Vtt 1M0 


182.5351 

VC. 5*1 

WM___ 

583. IMO 


1824370 

.... . a*/.a.T?n 

182.1545, ____ 

NA 


1X2.M7V 

_ 882.0970 

182.1585. 

VC. LVv, 


1834381_ 

_ 584 0981 

102.1013.... 

582.1613 


1824001 

_ 9810IU8 

182.1010... 

582.1610 


1834411... 

VC. MU 

182.100.. 

582.1823 


182.0434. 

. __0C.&UI 

182.101 ... 

ML MM 


18?. 5431. 

.. .VC. 0134 

182.IM3. 

OflOLMU 


IIC.0H3 

MJ. 5443 


n MO 

192.5440. 

DC4452. 

1X23455 

1*24498 . . 

13/4*1 

!X?JWM 

iSmo 

- - 

1S2JH77. 

i$?4a*i. 

1815018.. 
11*25581). 
UCJWlOO. 
1934022. 

I *25*38.. 

IKU9M... 

1 NA . . 

1X25074 

KJ-VM 

1X25407. 

1*2471)1. 

1*34773. . 

W2577X. 

UCVstt.. 

1824*75. 

M 1 MOO 
ix/ .v* | 

1825900. . 
JH2.VW3 
1K2,VJ(.'. 

UttAtOD 

1934020. 

1924190 

UCf4«3 

103409* 

MUH1 

1020910 

1*2.300 

IK3J0M 

IK29CM* 

IftMM 

DC4ut»l 

1S3JWI7 

is; uitt 

1KU**.. 

llpM 

1826119. 

1X2.61**, 

IK7.61IC 

1919109. 

U3.64XI 

>. n.l 

UC.02tt». 

tK/.0£kV 

182IU0LI 

INLISW8 

1*26811 

1*2 642*) 

1X2.8751.. 

1X2-8754. 

182.8757 

1X2 670 > 

imcrou 


592 5448 
982 M40 
98C.M&3 
VO. M90 
AJCLM Vi 
.VC. ’>451 
A82 M04 
.VC. 5470 
.VC. 5475 
VC. .V477 
.VC. W» 

oc. uo 

903,5880 
58?. VV«i 
V&Vt/O 
it 5828 
VC. M34 
58?. 5860 
582. 3476 
3«2.MH0 
582 34617 
ML 93Q| 
562.577/ 
5X25778 
582 5835 
am 5875 
3X2 5878 
2X2:401. 
5*2 5KXI 
.VC. 0933 
582 ji*L5 

.va am 

5 

>2 3090 
.*412 4039 
582 5008 
VC MU 
am vi vi 
m.;mi 
am ion 
am.vtxi 

VCLVfH 
5KL V»ir: 
VOL«Wt 
£62.0*0 
W40U0 
VC. 6IH6 
7X2.81 JO 
.VdL fcl'.CV 
56L6IV7 
am 4i sn 
amicijo 
5X19215 
VCLWIH 
HOL62NS 
.V0L6T8I 
.*AX«Wj 
5929511 
M2 8625 
VC. 8751 
MOL 6754 

oHono 

582 4760 


Old section 

121 101(d)_ 


Now human section 


N,«w 
awlrnwi 
section ' 


121 lOKrUl __ 

HI, 101 (*>©-. 

Hi. 101 (s) (9)... 

HI 1000(4)_ 

HUM (e)(8)_ 

U1 101*0__ 

121.101 •*> 

U1.HN4M 
ill 1010).... 

121.102 

121 104 r*ccpl if). 
HI.IOMfHI) 
191.101(f)(2) 
lJM<>l<fK4> 

121 KM'f K5i 
12IJOI (f)(6) 

HI.IOKf)(7) __ 

121.IO«<f)Ui* 

I2l.l04t|ri(]3> 

121 HM'fKlM 
121.104 pm 110 
)2i.)OI'ii it JO) 

i2i.ioi(f)cn>. 

rojouiiao. 

l?l.MH(f)f».... 
121.104(f) (24).. 
1/UOHf K/A> 
1?MOHf)<26)... 

121 IM<p)H7). 

IZI UY.,cxrv 1 'l tO) 

l. 'l |idif*'H 
121.11960(7) 
171.UVH(69) 
ij) in*-(XI) 

|2I.IOCc%rr|H Ui> 

■till <r>. 

121.1061 (Oil' 

1 i I ‘ * 1 

* 

i2i.iomd)(4> 
121.106(d)(6) 
121.100(d)(0). 

tlU106«0(A) .. 

ut.nxKdnv). 

HM06(dXI<'> 

121.1064(1) (11>. 

121.106(c)(1) - 
121.106(e)(2). 

121.106(e)(i). 

121. -Til . 

liijco.. 

121.263 

i n 

121,you 

I2L210. 

121.727 . 

121.323. 

: 

121.22V 

121.790 

19,91 

I2I.ZM 

I2IJ2L*. 

121.290. 

19.94 

121.347. 

121.246.. 

m. ?47 
HUSO 
r/t.26i 
121.265 

171-271. 

121.272 _..... 

it r;:t 

i2i.r5. 

tSUTT. 

121,2X2. 

in.aa.-. 

I21.»4. .. 

131.965... 

121.366... 

121.286 

I31.2V5 __ 


163.6773 iVC. (!T*<l 

IKL67X7... 59941787 

lK2-«7>»... 5K?,«7v» 

ICLMQl... VC.6MM 

182.(5814. . .VC.HWM 

1 82.6007.. .. .VC- «w»r 

I82J8U0... . VCLia1!) 

1XL9U1... 082.6651 

1*2.7115... Ml 7115 

1X2.7193. 5Ki 7U2 

162.7187.. . 542,7»k: 

'' 

*NA___ 5X2,7»H 

s \ 

•£JA __ :x2.t» 

•NA -- rx?,7J«f 

•NA—...- 587.701" 

•NA- nm70M 

142.7610.. 9617610 

162-7721... VC. 77/1 

1X210 .. 082.10 

I82J0... VC. 7M 

W3L30...- VC» 

162.40.. . 5x2. VI 

HOflO... . 582. VI 

NA . 582. mi 

,Va«l 

1W.1I0... NA 

1*2.70.. ..._ NA 

ten... .. *m 

184.1 — . N \ 

184,1400..... N\ 

I8M96J... _ N\ 

IM-1H3>. NA 

184.1043.. . N \ 

1M.I021... NA 

1X4.1733. .* NA 

181.1117.. . N A 

104.1282.. . NA 

1HUS30. NA 

IX4.I3I1... . N \ 

1X4.1030.. NA 

184.1940. .. NA 

1M.1M0 . ... NA 

1X4 1/71 NA 

IX4 127* . NA 

1X4 l?.d NA 

1X4.IUR0 N \ 

184.1650 NA 

LX4.103m N 5 

L86.1 • N A 

186 1043 N \ 

NA 

186 1673 NA 

1*6.1030 N V 

MW.I NA 

ixo.lin N A 

1X0,145 NA 

106.176 . NA 

N N 

in.it 

180 .1S0 .. N \ 

I»,>.I5A . N V 

1X0. WO. NA 

180.120 .. N\ 

IMl.lA'i. N \ 

180.140 N ' 

IH9M n ‘ 

» JM> N 1 

1X0 250.. N \ 

NA 

NA 573 08*1 

NA 573 x. s * 

NA. 57IM» 

NA 573 I mi 

NA 573 <■*•• 

NA 
N\ 

NA 073L *vi'* 

NA 57? •(" 

N \ 

N \ 

NA.. sn. <m. 

NA 570 a.. 

N K 

NA 570 *" 

na . *nu^* 

NA 57X f ‘"' 

N \ 

na: 57A->-' 

NA 573.2<| 

NA »i'i 

NA " 

S : ; 

n v **:J »1 

NA 573.,% 

NA .. . . 570.ON, 

NA *7110/0 

NA_*.. :. 570.620 

NA ... 579> l* 

NA.'.*. .. ‘ 571760 
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NA 
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Tl*r I Ml the animal f«o«I rejrwlittWu* Ibted 
In tills columnar* «* forth In lb* fourteenth 
rrc«Mltfl<9ti0a document jmblUbfd InMb* l*«n- 
KntinrKW of Sept, 10. 1070 (41 Pit 
= 1 57«.» dorti not Inrltule para in> ami (o) 
of former I 121.1. 

• The pDKvdvf* far listing aubnUneen *h**n 
n(firmed • » OKAS U to eliminate them from 
lUtlntr tn Part 1H2 (formerly I 121.101 <<I> >. 
T«jr AuU«(nnreo affirmed *• tiRAS In human food. 
**.r Part a 1H4 and/or IM. Por all OKAS sub 
Mulin ' In animal food tee Part M2 (pnblUhed 
tn I tie I Vd.Tnl Register of September 10, 1070 
(41 rit 


The changes being made arc nonsub¬ 
stantive in nnture and for this reason 
notice and public procedure are not pre¬ 
requisites to this promulgation For the 
convenience of the user, the entire text 
of reorganized Subchapter B. except Part 
193 under the jurisdiction of the Envi¬ 
ronmental Protection Agency, Is set forth 


below. 


Dated: March 4.1977. 

Joseph P. Hiu, 
Associate Commissioner for 

Compliance . 


SUBCHAPTER B —FOODS FOR HUMAN 
CONSUMPTION 

Port 

100 General 

101 Pood labeling. 

102 Common or usual name for nonaUuid- 

ardlzed foods. 

103 Quality standards for foods with no 

identity standard*. 

104 Nutritional quality guidelines for foods. 
106 Poods for special dietary use. 

105 Emergency permit control, 

100 Unavoidable contaminants tn food and 
food-packaging material. 

110 Current good manufacturing practice 
in manufacturing, proceeding, pack* 
mg. or holding human food. 

113 Thermally processed low-acid foods 
packaged In hermetically scaled con¬ 
tainers 

118 Cacao product* and confectionery. 

122 Smoked and »mofcc-flavorcd Osh 

123 Frozen raw breaded shrimp 

120 Processing and bottling of hot lied 
drinking water. 

130 Food standards: general. 

131 Milk and cream. 

133 Cheese* and related cheeae product* 

136 Frown de sse r ts . 

130 Bakery products. 

137 Cereal flour* and related products 
130 Macaroni and noodle products. 

146 Canned rrulta. 

146 Canned fruit Juices. 

180 Fruit butters, jellies preserves, and re¬ 
lated products. 

152 Fruit pies. 

156 Canned vegetables 
156 Vegetable Juices. 

156 Frown vegetables 

160 Eggn and egg products. 

161 Ftah and shellfish. 

163 Cacao products. 

104 Tree nut and peanut products. 

106 Nonalcoholic beverages 
166 Margarine. 

166 Sweeteners and table sirup*. 

109 Food dressings and flavorings 

170 Food additives. 

171 Food additive petition* 

172 Food additive* permitted for direct ad¬ 

dition to food far human consump¬ 
tion. 

173 Secondary direct food additives per¬ 

mitted In food for human eonsump- 
Uon. 

174 Indirect food additives, general 

175 Indirect food additives—adhesive coat¬ 

ings and components. 

176 Indirect food additives—paper and 

paperboard components. 

177 Indirect food additives—polymers. 

178 Indirect food additives—adjuvants. 

production aids, and sanlttwra. 

179 Irradiation in the production, proc¬ 

essing and handling of food. 

180 Food additives permitted in food on 

an Interim basis or In oontaol with 
rood pending additional atudy. 

181 Prior-sanctioned food Ingredient*. 

182 Substances generally recognized as safe. 
184 Direct food substances affirmed as gen¬ 
erally recognlaed aa safe. 

188 Indirect food substance* affirmed as 
generally recognised as safe. 

169 Substance* prohibited from use to hu¬ 
man food 

193 1 Tolerances for pesticides tn food ad¬ 
ministered by the Environmental 
Protection Agency. 

197 Seafood inspection program. 


* Full text of this part, transferred from 
former Part 121. was set out under Part 123 
in the tenth recodiflcaUon document pub- 
ltahcd in the Fannuu. fUoumca of March 28. 

1975 (40 FR 14150). Part 123 was subse¬ 
quently transferred to Part 193 by publica¬ 
tion In the ProacaAL lUciara of June 28. 2970 

(41 FR 26565) 


PART 100—GENERAL 


So bps its A-T—(Reserved] 


Subpjrt G—Specific Administrative Rulings and 
Decision* 


Sec. 

100 120 Artificially red-dyed yellow vartoiaw 
of sweet potatoes. 

100.130 combinations of nutritive and non- 
nutritive sweeteners in "diet bev¬ 
erage*.” 

100.135 Disposition of incubator reject eggs. 

100.140 label declaration of salt in frown 
vegetables. 

100 145 Notice to packers of oommlnuted 
tomato products. 

100 150 Notice to packers and shippers of 
shelled peanuts. 

100.155 Salt and lodlwd salt. 

100 160 Tolerances for moldy and insect- 
infected cocoa beans. 


Atrriioarrv: Sec 701. 52 8tat. 1055-1066 
a* amended (21 USXT. 871) unless other¬ 
wise noted. 


Subparts A-F [Reserved] 

Subpart G—Specific Administrative 
Rulings and Decisions 

§ 100.120 Artificially re«l-<I>r*! yellow 
varieties of sweet potatoes. 

«a» It has been the practice of some 
growers, packers, and distributors of yel¬ 
low varieties of sweet potatoes to arti¬ 
ficially color tlie skins of such potatoes 
with a red dye. Surveys made by the 
Food and Drug Administration and let¬ 
ters received by the Administration from 
consumers reveal that this practice can 
deceive those persons who prefer the 
naturally red varieties of sweet pota¬ 
toes. Also, representatives of the red 
sweet potato industry have alleged that 
some consumers refuse to purchase any 
red sweet potatoes since they cannot 
distinguish between the naturally red 
ones and those artificially colored with 
red dye. 

<b> The Food and Drug Administra¬ 
tion concludes, therefore, that yellow 
varieties of sweet potatoes artificially 
colored with a red dye are adulterated 
within the meaning of section 402(b) ol 
the Federal Food, Drug, and Cosmetic 
Act. 

(c) The Food and Drug Administra¬ 
tion win consider appropriate regulatory 
action regarding such adulterated sweet 
potatoes shipped In interstate commerce 
if the act of adulterating the potatoes 
occurs after 90 days foUowing the date 
of publication of thi* Btatemcnt of policy 
in the FrneaAi. Register. 

(See. 402(b). 52 Stat 1046-1047 ( 21 V3C. 
342 (to)).) 

§ 100.130 Combination* of nutritive and 
nonniilrilivr sweetener* in 
beverage*." 

As a result of the removal of cyclamtc 
acid and its salts from the list of sub¬ 
stances generally recognized as ***° 
(Part 182 of this diopter) by an order 
published in the Federal Racism or 
October 21. 1969 (34 FR 17063). the 
Commissioner of Food and Drugs has re¬ 
ceived inquiries as to the proper com¬ 
position and labeling, from the stand¬ 
point of application of the Federal Food, 
Drug, and Cosmetic Act. of so-called 
"diet beverages" that will be made from 
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mixtures of nutritive sweeteners and sac¬ 
charin or its salts. The Commissioner 
concludes that: 

<a) Any “diet beverage” or diet bever¬ 
age base made with combinations of 
nutritive and nonnutritive sweeteners 
must be so formulated that each In¬ 
gredient Is one which is generally recog¬ 
nized as safe and is not a food additive 
as defined in section 201 <s) or a color 
additive as defined In section 201 <t) of 
the act, or If It is a food additive or a 
color additive as so defined, is used in 
accordance with a regulation established 
pursuant to section 409 or 706 of the 
act. 

(b) The product is to be so formulated 
that its caloric value Is at least 50 per¬ 
cent leas than the caloric value of the 
comparable product made without ar¬ 
tificial sweeteners. In no case shall the 
beverage provide more than 6 calorics per 
fluid ounce. 

(c) U It Is to be marketed under a 
name heretofore used on a product rep¬ 
resented to have no. or only a few, cal¬ 
ories per serving, the name shall be modi¬ 
fied by the word -new" for at least 1 
year following the time such product is 
introduced in a given market. 

*d> (1) The label must bear a com¬ 
plete statement of ingredients except 
that spices, flavorings, and colorings may 
be designated as such without naming 
each. 

(2) The label must bear a statement 
of the caloric content per fluid ounce, the 
carbohydrate content per fluid ounce, a 
statement of the percentage of saccharin 
or saccharin salt used, and the statement 

“Contains - mg saccharin (or 

saccharin salt, as the case may be) 
per ounce, a nonnutritive artificial 
sweetener". 

<3) To further avoid Injury through 
inadvertent use by diabetics in the be¬ 
lief that the product does not contain 
carbohydrate#, the label of a beverage 
containing sugar(s) must bear the state¬ 
ment “Contains sugar(s); not for use by 
diabetics without advice of a physician.” 

(4) To avoid confusion by diabetics, 
the label of a beverage containing sor¬ 
bitol, mannitol, or other hexltol. must 
bear the statement "Contains carbohy¬ 
drates, not for use by diabetics without 
advice of a physician". To further avoid 
confusion of these beverages with those 
sweetened solely with nonnutritive ar¬ 
tificial sweeteners which have been mar¬ 
keted In containers bearing prominent 
^tutementfi such as "sugar free", "sugar- 
less”, or "no sugar", the labels of bever¬ 
ages containing hexltols must not bear 
these or similar statements. 

(e) Bottlers of diet drinks have on 
hand large stocks of returnable litho- 
Kmphed bottles bearing statements Indi¬ 
cting that the beverages contain cycla- 
mates and/or declarations such as "sugar 
free", "less than 1 calorie per bottle", or 
‘‘less than 2 calories per bottle" which 
bottles were formerly used for artificially 
—veetened beverages containing cycla- 
mutca. The Food and Drug Administra¬ 
tion will not object to continued use of 
ytese bottles under the following condi¬ 
tions: 


(1) The bottles when filled with bever¬ 
ages made with combinations of nutritive 
and nonnutritive sweeteners may be 
marketed only: 

(1) In multiunit cartons labeled prom¬ 
inently on each principal display panel 
with the Information set forth in para¬ 
graphs (c) and (d) of this section and 
with a prominent, forthright notice that 
any information on bottles which is con¬ 
trary to that on the cartons should be 
disregarded because It is incorrect To 
assure adequate prominence and con¬ 
spicuousness, the following statements 
should stand out In marked contrast with 
other labeling: The statement of caloric 
content and carbohydrate content per 
fluid ounce, the statement required by 
paragraph <d> (3) or (4) of this section 
as applicable, and the notice to disregard 
any information on bottles which is con¬ 
trary to that on the cartons. These state¬ 
ments may be made to stand out by 
means such as setting them forth in 
boxes, printing in bold capitals on lines 
separated from other printed labeling, 
using colors that contrast with those 
used for other label statements, or other 
similar means. 

<li> In vending machines bearing du¬ 
rable labeling which Includes all of the 
information required to appear on car¬ 
tons set forth with the same degree of 
prominence. 

<2) In addition, the bottles must bear 
caps labeled prominently with the words 
"Contains Sugar" or "Contains Carbo¬ 
hydrates". and accurate statements of 
the caloric content and carbohydrate 
content per fluid ounce. 

(Sees. 201 (s). 403. 409(d). 52 SUt 1047-1048, 
sa amended. 72 6Ut 1784 u Amended. 1787 
(21 UJS.C. 321 (■). 343, 348).) 

§ 100.135 f)i«|»o«ltiun of incubator rr- 
JwtqfP- 

(a) Investigations by the Food and 
Drug Administration and a number of 
State regulatory agencies have revealed 
that incubator reject eggs, removed as 
infertile or otherwise unhatchable dur¬ 
ing hatching operations, arc being di¬ 
verted for human food use. Such eggs 
are regarded as adulterated within the 
meaning of section 402(a) (3) of the Fed¬ 
eral Food, Drug, and Cosmetic Act (21 
U.S.C. 342(a) (3) ) because they are unfit 
for food. 

(b) The introduction or delivery for 
Introduction into interstate commerce of 
adulterated eggs is prohibited under sec¬ 
tion 301(a) of the aforesaid act (21 
U.8.C. 331(a)) unless they have been 
broken, crushed, or smashed and then 
denatured with kerosene, crcolln, or 
other suitable denaturont to preclude 
their diversion to human food channels. 

(8*c* 301. 402, 52 SUt. 1042, 1046 (31 US.C 
331, 342 ) 

g 100.144) Isabel cirri nr Alton of mill in 
frown vegetable*. 

(a) In a number of diseases or disease 
conditions It Is important to restrict the 
Intake of sodium. Sodium occurs in all 
natural foods, but added salt the 

most Important contribution to the total 
sodium Intake In the diet Most fresh 
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vegetables are of low sodium content and 
consumers generally regard frozen vege¬ 
tables as being free of added salt and 
suitable for use in low-sodium diets. 
While salt may not be added directly as 
a seasoning ingredient during the proc¬ 
essing of frozen vegetables, the use of 
salt brine In quality separation of such 
vegetables as peas and lima beans pre¬ 
paratory to freezing may contribute sub¬ 
stantial amounts of salt to the finished 
article. The failure of tive labels of frozen 
vegetables to declare the presence of salt 
has been the basis of complaints to the 
Food and Drug Administration. 

(b) Section 403(0(2) of the Federal 
Food. Drug, and Cosmetic Act requires 
the label of a fabricated food to bear the 
common or usual name of each ingredi¬ 
ent present The Department of Health, 
Education, and Welfare regards any 
frozen vegetable containing salt added 
directly or indirectly, as misbranded In 
violation of section 403(1) (2) of the Fed¬ 
eral Food. Drug, and Cosmetic Act unless 
its label names salt as an Ingredient 

5 100.145 Notice to porker* of com¬ 
minuted tomato product*. 

(a) It has long been known that to¬ 
mato rot may be caused by one or more of 
the following: Fungus diseases, bacterial 
diseases, virus diseases, and certain non- 
paras! tic diseases. Only the fungus rots 
are characterized by the presence of mold 
filaments. Mold counts on comminuted 
tomato products are not Increased by in¬ 
corporating within the product tomato 
rot caused by bacteria, virus, or non- 
pnrasitic factors. Although high mold 
counts on these products reveal that 
large amounts of rotten material are 
present, low mold counts do not neces¬ 
sarily demonstrate absence of the type 
of rot caused by the tomato diseases that 
are not characterized by mold filaments 

(b) Inspections of canneries engaged 
In the packing of comminuted tomato 
products show that most packers effec¬ 
tively trim, sort out, and discard rotten 
tomatoes from the raw stock. Some pack¬ 
ers, however, do not properly eliminate 
rotten tomato material, and a few pack¬ 
ers deliberately use rotten tomatoes In 
these foods, provided the mold count re¬ 
mains low. Some packers, on occasion, 
have mixed tomato products having a 
high mold count with tomato products 
containing little or no mold, so as to pro¬ 
duce a blend with a low mold count. 

(c) Packers of comminuted tomato 
products who rely upon the mold count as 
the sole or primary control procedure, to 
the neglect of adequate sorting and trim¬ 
ming. may produce products with low 
mold counts which contain substantial 
amounts of rot. 

(d) It is the purpose of this announce¬ 
ment to advise all canners of tomato 
products that: 

(1) Although high mold count Is con¬ 
clusive evidence of inclusion of substan¬ 
tial amounts of rot, mold count fcs not the 
only way of establishing that commi¬ 
nuted tomato products contain decom¬ 
posed tomato material. 

<3) Where factory observations or 
other evidence reveals that comminuted 
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tomato products contain rot not caused 
by mold, such rot, as well as that caused 
by mold, will be taken Into account In ap¬ 
plying the provisions of the Federal Food, 
Drug, and Cosmetic Act against adulter¬ 
ation. 

<3> The blending of tomato products 
adulterated with tomato roU of whatever 
kind, with tomato products made from 
sound tomatoes, or with other sound 
food, renders the blend adulterated. 

§ 100.150 ISiXirr to parkm anti »hip- 
prni of flirllrd peanut*. 

(a) Investigations by the Food and 
Drug Administration have shown that a 
number of Interstate shipments of 
shelled peanuts in bags holding from ap¬ 
proximately 100 to 125 pounds each have 
failed to bear labeling as required by the 
terms of the Federal Food. Drug, and 
Cosmetic Act. 

(b) Shelled peanuts in sacks, whether 
or not shipped in carload lots, should 
bear the following information required 
by the law on food In package form: 

< 1) The name of the product. 

<2> An accurate statement of net 
weight. 

<3) The name and place of business 
of the packer or distributor. 

<c> The information required by para¬ 
graph <b> of this section should be con¬ 
spicuously set forth. It may be printed or 
stenciled on each bag or. If desired, 
placed on tags which are securely at¬ 
tached to each bag. 

<d> The net weight marked on the 
bags must be the correct net weight of 
the peanuts at the time they are deliv¬ 
ered to the carrier for interstate ship¬ 
ment The tare weight of the bag should 
not be included in the weight declaration. 

§ 100.155 Still and mIi. 

• a* For the purposes of Uils section, 
the term ‘’iodized salt” or “Iodized table 
salt" is designated as the name of salt 
for human food use to which iodide lias 
been added in the form of cuprous iodide 
or potassium iodide permitted by 55 182.- 
5265 and 182.5634 of tills chapter. In the 
labeling of such products, all words in 
the name shall be equal In prominence 
and type size. The statement “This salt 
supplies iodide, a necessary nutrient" 
shall appear on the label immediately 
following the name and shall be in letters 
which are not less in height than those 
required for the declaration of the net 
quantity of contents as specified in 
I 101.105 of this chapter. 

<b> Salt or table salt for human food 
use to which iodide has not been added 
shall bear the statement. "This salt does 
not supply iodide, a necessary nutrient." 
This statement shall appear immediately 
following the name of the food and shall 
be in letters which are not less in height 
than those required for the declaration 
of the net quantity of contents as speci¬ 
fied in 9101.105 of this chapter. 

(e) Salt, table salt, iodized salt, or 
Iodized table salt to which anticaking 
agents have been added may bear in ad¬ 
dition to the Ingredient statement desig¬ 
nating the anticaking agent<s>. a label 
statement describing the characteristics 


Imparted by such agent Cs) (for example, 
“free flowing"), providing such state¬ 
ment does not appear with greater prom¬ 
inence or In type size larger than the 
statements which Immediately follow the 
name of the food as required by para¬ 
graphs <&) and <b) of tills section. 

(d) Individual serving-sized packages 
containing less than *„> ounce and pack¬ 
ages containing more than 2 Vfe pounds 
of a food described in this section shall 
be exempt from declaration of the state¬ 
ments which paragraphs (a) and <b> of 
this section require immediately follow¬ 
ing the name of the food. Such exemp¬ 
tion shall not apply to the outer con¬ 
tainer or w rapper of a multiunit retail 
package. 

'e> All salt, table salt, iodized salt, or 
iodized table salt In packages intended 
for retail sale shipped in Interstate com¬ 
merce 18 months after the date of pub¬ 
lication of tills statement of policy in the 
Federal Register, shall be labeled as 
prescribed by this section; and If not so 
labeled, the Food and Drug Administra¬ 
tion will regard them as misbranded 
within the meaning of section 403 (a) 
and <f) of the Federal Food, Drug, and 
Cosmetic Act. 

(Sec* 403 (a) And (f), 52 Stat. 1047 (21 
U.8.C. 343 (a) and (f)).) 

§ 100.160 Tolerance* for moldy and in- 
rorua bran*. 

On and after February 22. 1063. ship¬ 
ments of cocoa beans offered for entry 
into the United States must meet a toler¬ 
ance of 6 percent total moldy and Insect- 
infested, including Insect-damaged, 
beans, but not more than 4 percent of 
either moldy or insect-infested, includ¬ 
ing insect-damaged, beans. This state¬ 
ment of policy supersedes the notice is¬ 
sued August 27. 1931, addressed to ship¬ 
pers, importers, and dealers In cocoa 
beans and manufacturers of chocolate 
and cocoa products and the statement of 
policy Issued June 22, 1961, In this 
section. 

(Sec. 402(A) (3). 68 SUt. 511 (21 UAC. 342 

(a)(2)). 

PART 101—FOOD LABELING 

Subpart A— General Provl*k>n* 

Sec 

101.1 Principal display panel of package 

form food. 

101.2 Information panel of package form 

food. 

101.3 Identity labeling of food in pack¬ 

aged form. 

101.4 Food; designation of Ingredients 

1015 Food; name and place of buAlnrxs 

of manufacturer, packer, or di»- 
uibutor. 

101 6 Label designation of Ingredient* 

for Htandardlzed foods. 

101 8 Labeling of food with number of 
servings. 

101.9 Nutrition labeling of food 

101.15 Food; prominence of required 

statements. 

101.17 Food labeling warning statements 

101.18 Misbranding of food. 

Subpart B—Specific Food Labeling Requirements 

10122 Ptoods: labeling of spices, flavor¬ 

ings. colorings and chemical 
prenerratlvea. 


Sec, 

101.25 Labeling of foods In relation to fat 
and fatty acid, and choice ten.! 
content. 

101.29 Labeling of kosher and kosher - 
style foods. 

10133 Label declaration of D-erythrc*a»- 
corbie acid when it is an ingre¬ 
dient of a fabricated food. 

10135 Notice to manufacturers and user- 
of monosodium glutamate and 
other hydrolyzed vegetable pro¬ 
tein products. 

Subperts C through E—(Reserved] 

Subpart F—Exemption* From Food Labeling 
Requirement* 

101.100 Food; exemptions from labeling. 

101.103 Petitions requesting exemption 

from or special requirements far 
label declaration of Ingredient*. 
101 105 Declaration of net quantity of con¬ 
tents when exempt. 

Authority : Secs. 4. 0, Pub. L. 89-755. 80 
Stat. 1297, 1299, 1300 (15 U.S.C. 1453. 1456); 
sees 403. 602, 701. Pub. L. 717. 62 Stat 1047, 
1054. 1055 aa amended (21 U5.C. 343, 362 
371). unless otherwise noted. 

Subpart A—General Provisions 

§ 101.1 Principal display panel of pack¬ 
age form food. 

The term "principal display panel" as 
it applies to food in package form and as 
used in this part, means the part of a 
label that Is most likely to be displayin';, 
presented, shown, or examined under 
customary’ conditions of display for re¬ 
tail sale. The principal display panel 
shall be large enough to accommodate all 
the mandatory label information re¬ 
quired to be placed thereon by this part 
with clarity and conspicuousness and 
without obscuring design, vignettes, or 
crowding. Where packages bear alternate 
principal display panels, information re¬ 
quired to be placed on the principal dis¬ 
play panel shall be duplicated on each 
principal display panel. For the purpose 
of obtaining’uniform type size in declar¬ 
ing the quantity of contents for all pack¬ 
ages of substantially the same size, the 
term ‘area of the principal display 
panel" means the area of the side or 
surface that bears the principal dis¬ 
play panel, which Area shall be: 

<a» In the case of a rectangular pack¬ 
age where one entire side properly can 
be considered to be the principal display 
panel side, the product of the height 
times the width of that side; 

(b> In the case of a cylindrical or 
nearly cylindrical container. 40 percent 
of the product of the height of the con¬ 
tainer times the circumference; 

(C> In tlie case of any otherwise 
shaped container, 40 percent of the total 
surface of the container: Provided 
however. That where such container 
presents an obvious "principal display 
panel” such as the top of a triangular 
or circular package of cheese, the area 
shall consist of the entire top surface 
In determining the area of the principal 
display panel, exclude tops, bottoms, 
flanges at tops and bottoms of cans, and 
shoulders and necks of bottles or Jars. 
In the case of cylindrical or nearly cylin¬ 
drical containers, information required 
by tills part to appear on the principal 
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display panel shall appear within that 
40 percent of the circumference which 
j* most likely to be displayed, presented, 
shown, or examined under customary 
conditions of display for retail sale. 

§ 101.2 Information panrl of pncLipr 
form food. 

(a) The term "information panel” as 
it applies to packaged food means that 
part of the label immediately contiguous 
and to the right of the principal display 
panel as observed by an individual fac¬ 
ing the principal display panel with the 
following exceptions: 

( 1 ) If the part of the label Immedi¬ 
ately contiguous and to the right of the 
principal display panel is too small to 
accommodate the necessary information 
or Is otherwise unusable label space. e.g.. 
folded flaps or can ends, the panel im¬ 
mediately contiguous and to the right 
of this part of the label may be used. 

<2> If the package has one or more 
alternate principal display panels, the 
Inlormatlon panel Is Immediately con¬ 
tiguous and to the right of any principal 
display paneL 

(3) If the top of the container is the 
principal display panel and the package 
has no alternate principal display panel, 
the information panel is Any panel ad¬ 
jacent to the principal display panel. 

(b) All Information required to appear 
on the label of any package of food pur¬ 
suant to f 5 101.4. 101.5. 1018. 101.9. 101.- 
17. 101.25 and Part 105 of this chapter 
shall appear either on the principal dis¬ 
play panel or on the information panel, 
unless otherwise specified by regulations 
in this chapter. 

Cc) All information appearing on the 
principal display panel or the informa¬ 
tion panel pursuant to this section shall 
appear prominently and conspicuously, 
but In no case may the letters and/or 
numbers be less than one-sixteenth inch 
in height unless an exemption pursuant 
to iwragraph (f) of this section is estab¬ 
lished. The requirements for conspicu¬ 
ousness and legibility shall include the 
pccificatlons of $9 101.105(h) (1) and 

(2) and 9 101.15. 

(1) Packaged foods are exempt from 
the type size requirements of this para¬ 
graph: Provided, That: 

(1) The package Is designed such that 
It has a surface area that con bear an 
information panel and/or an alternate 
principal display panel. 

(II) The area of surface available for 
labeling on the principal display panel 
of the package as this term is defined In 
I 101 .i Is less than 10 square inches. 

(III) The label information includes 
nutrition information and a full list of 
ingredients in accordance with regula¬ 
tions in tills part and the policy ex¬ 
pressed In I 101 . 6 . 

<iv) The Information required by 
paragraph <b) of this section appears on 
the principal display panel or informa¬ 
tion panel label in accordance with the 
provisions of this paragraph <c) except 
that the type size is not less than three 
sixty-fourths Inch in height. 

( 2 ) Packaged foods are exempt from 
the type size requirements of this para¬ 
graph: Provided . That: 
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(1) The package Is designed such that 
it has a single "obvious principal dis¬ 
play panel" as thLn term Is defined In 
I 101.1 and has no other available surface 
area for an Information panel or alter¬ 
nate principal display panel. 

<ii) The area of surface available for 
labeling on the principal display panel 
of the package as this term is defined in 
9 101.1 is less than 12 square inches and 
bears all labeling appearing on the 
package. 

(iii> The label information includes 
nutrition information and a full list of 
Ingredients in accordance with regula¬ 
tions in this part and* the policy ex¬ 
pressed in 9101 . 6 . 

(lv) The information required by 
paragraph «b> of this section appears on 
the single, obvious principal display 
panel In accordance with the provisions 
of this paragraph (c) except that the 
type size is not less than one thirty- 
second Inch In height. 

(3) Packaged foods are exempt from 
the type size requirements of this para¬ 
graph: Provided, That: 

(i) The package is designed such that 
It has a total surface area available to 
bear labeling of less than 12 square 
Inches. 

(U) The label information includes 
nutrition Information and a full list of 
ingredients in accordance with regula¬ 
tions in this part and the policy ex¬ 
pressed in 9 101 . 6 . 

(ill) The Information required by 
paragraph <b) of this section appears 
on the principal display panel or infor¬ 
mation panel label in accordance with 
the provisions of this paragraph (c) ex¬ 
cept that the type size Is not less than 
one thirty-second inch in height. 

(4) (i> Soft drinks packaged in bot¬ 
tles manufactured before October 31, 
1975 shall be exempt from the require¬ 
ments prescribed by this section to the 
extent that information which is blown, 
lithographed, or formed onto the surface 
of the bottle Is exempt from the size and 
placement requirements of this section. 

01) Soft drinks packaged in bottles 
shall be exempt from the size and place¬ 
ment requirements prescribed by this 
section If all of the fallowing conditions 
are met: 

•a* If the soft drink is packaged in a 
bottle bearing a paper, plastic foam 
jacket or foil label, or is packaged in a 
nonrousabic bottle bearing a label litho¬ 
graphed onto the surface of the bottle, 
the product shall not be exempt from any 
requirement of this section other than 
tile exemption created by 9 l.lc<a) (5) (11) 
of this chapter and the label shall bear 
all required information in the specified 
minimum type size, except the label will 
not be required to bear the information 
required by 9 101.5 if tills Information 
appears on the bottle closure in a type 
size not less than one-sixteenth Inch in 
height. 

(b) If the soft drink is packaged in a 
bottle which does not bear a paper, plas¬ 
tic foam jacket or foil label, or Is pack¬ 
aged in a reusable bottle bearing a label 
lithographed onto the surface of the 
bottle: 
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(J) Neither the bottle nor the closure 
Is required to bear nutrition labeling in 
compliance with 9 101.9, except that any 
multtunlt retail package in which it is 
contained shall bear nutrition labeling 
If required by 9 101.9: and any vending 
machine In which it is contained shall 
bear nutrition labeling if nutrition label¬ 
ing Is not present on the bottle or closure. 
If required by 9 101.9. 

<2) All other information pursuant to 
this section shall appear on the top of 
the bottle closure prominently and con¬ 
spicuously in letters and/or numbers no 
less than one thirty-second inch In 
height, except that If the information 
required by 9 101.5 is placed on the side 
of the closure in accordance with 9 1 . 1 c 
(a)(5Mii) of this chapter, such infor¬ 
mation shall appear in letters and/or 
numbers no less than one-sixteenth inch 
in height. 

(3) Upon the petition of any inter¬ 
ested person demonstrating that the bot¬ 
tle closure is too small to accommodate 
this Information, the Commissioner may 
by regulation establish an alternative 
method of disseminating such Informa¬ 
tion. Information appearing on the 
closure shall appear in the following 
priority: 

<f) The warning required by 9 100 130 
of this chapter. 

(H) The statement of ingredients. 

UtO The name and address of the 
manufacturer, packer, or distributor. 

<iv) The statement of Identity. 

<d) (1) All Information required to ap¬ 
pear on the principal display panel or on 
the information panel pursuant to this 
section shall appear on the same panel 
unless there Is insufficient space. In de¬ 
termining the sufficiency of the avail¬ 
able space, any vignettes, design, and 
other nonmandatory label information 
shall not be considered. If there Is in¬ 
sufficient space for all of this information 
to appear on a single panel, it may be 
divided between these two panels except 
that the Information required pursuant 
to any given section or part shall all 
appear on the same panel A food whose 
label Is required to bear the ingredient 
statement on the principal display panel 
may bear all other information specified 
in paragraph <b> of this section on the 
information panel. 

(2) Any of the foods listed in 9 1.1c 
(a) ( 6 ) (1) and (7>(D. and 19 133.128, 
133.129. and 133.131 of this chapter, and 
yogurt and yogurt products, when 
packaged m a container consisting of a 
separate lid and body and bearing nu¬ 
trition labeling pursuant to 9 101.9. and 
the lid is designed as a principal display 
panel, shall be exempt from the place¬ 
ment requirements of this section in the 
following respects. 

(i) The name and place of business in¬ 
formation required by 9 101.5 shall not 
be required on the body of the container 
if thin information appears on the lid in 
accordance with this section. 

<ii) The nutrition information re¬ 
quired by 9 101-9 shall not be required on 
the lid if this Information appears on the 
container body in accordance with this 
section. 
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(ill) The statement of ingredients re¬ 
quired by | 101.4 shall not be required on 
the lid if this information appears on the 
container body in accordance with this 
section Further, the statement of Ingre¬ 
dients is not required on the container 
body If this information appears on the 
lid in accordance with this section. 

(e> All Information appearing on the 
information panel pursuant to this sec¬ 
tion shall appear In one place without 
other intervening material. 

i f) If the label of any package of food 
Is too small to accommodate all of the 
Information required by li 101.4, 101.5, 
101 8. 101.9, 101.17. and 101.25. and Part 
105 of this chapter, the Commissioner 
may establish by regulation an accept¬ 
able alternative method of disseminating 
such information to the public, e.g.. a 
type size smaller than one-sixteenth Inch 
in height, or labeling attached to or in¬ 
serted in the package or available at the 
point of purchase. A petition requesting 
such a regulation, as an amendment to 
this paragraph shall be submitted pursu¬ 
ant to Part 2 of this chapter. 

§ 101.3 Identity labeling of f<Mwl in 
parkaged form. 

ia) The principal display panel of a 
food in package form shall bear as one 
of Its principal features a statement of 
the Identity of the commodity. 

(b> Such statement of identity shall be 
in terms of: 

<1> The name now or hereafter speci¬ 
fied in or required by any applicable 
Federal law or regulation; or. In the ab¬ 
sence thereof. 

(2) The common or usual name of the 
food; or. In the absence thereof. 

(3) An appropriately descriptive term, 
or when the nature of the food la obvious, 
a fanciful name commonly used by the 
public for such food. 

fc) Where a food is marketed in vari¬ 
ous optional forms (whole, slices, diced, 
etc.), the particular form shall be con¬ 
sidered to be a necessary part of the 
statement of identity and shall be de¬ 
clared in letters of a type size bearing 
a reasonable relation to the size of the 
letters forming the other components of 
the statement of identity; except that if 
the optional form is visible through the 
container or is depleted by an appropri¬ 
ate vignette, the particular form need 
not be included in the statement. This 
specification does not affect the required 
declarations of identity under definitions 
and standards for foods promulgated 
pursuant to seetton 401 of the act. 

<d> This statement of identity shall be 
presented In bold type on the principal 
display panel, shall be In a size rea¬ 
sonably related to the most prominent 
printed matter on such panel, and shall 
be in lines generally parallel to the base 
on which the package rests as it Is de¬ 
signed to be displayed. 

<e) Under the provisions of section 
403*0 of the Federal Food, Drug, and 
Cosmetic Act, a food shall be deemed 
to be misbranded if it Is an Imitation of 
another food unless Us label bears. In 
type of uniform size and prominence, the 


word “imitation** and. immediately 
thereafter, the name of the food imitated. 

(I) A food shall be deemed to be an 
Imitation and thus subject to the re¬ 
quirements of section 403(c) of the act 
if it is a substitute for and resembles 
another food but is nutritionally inferior 
to that food. 

<2> A food that is a substitute for and 
resembles another food shall not be 
deemed to be an imitation provided it 
meets each of the following require¬ 
ments: 

(l> It is not nutritionally inferior to 
the food for which it substitutes and 
which it resembles. 

(II) Its label bears & common or usual 
name that complies with the provisions 
of I 102.5 of this chapter and that Is not 
false or misleading, or in the absence of 
an existing common or usual name, an 
appropriately discriptive term that is not 
false or misleading. The label may, in ad¬ 
dition. bear a fanciful name which is 
not false or misleading. 

(31 A food for which a common or 
usual name is established by regulation 
(c.g.. in a standard of identity pursuant 
to section 401 of the act. In a common 
or usual name regulation pursuant to 
Part 102 of this chapter, or in a regula¬ 
tion establishing a nutritional quality 
guideline pursuant to Part 104 of this 
chapter). and which complies with all of 
the applicable requirements of such reg¬ 
ulation^), shall not be deemed to be an 
imitation. 

<4) Nutritional inferiority includes: 
<i) Any reduction in the content of an 
essential nutrient that is present in a 
measurable amount, but does not include 
a reduction in the caloric or fat content 
provided the food is labeled pursuant to 
the provisions of 1101.9, and provided 
the labeling with respect to any' reduction 
in caloric content complies with the pro¬ 
visions applicable to caloric content in 
Part 105 of this chapter. 

(U) For the purpose of this section, a 
measurable amount of an essential nutri¬ 
ent in a food shall be considered to be 2 
percent or more of the U.S. RPA of pro¬ 
tein or any vitamin or mineral listed un¬ 
der 5 105.3(b) of this chapter per aver¬ 
age or usual serving, or where the food 
is customarily not consumed directly, 
per average or usual portion, as estab¬ 
lished in $ 101.9. 

(ill) If the Commissioner concludes 
that a food is a substitute for and re¬ 
sembles another food but is inferior to 
the food imitated for reasons other than 
those set forth in this paragraph, he may 
propose appropriate revisions to this reg¬ 
ulation or he may propose a separate 
regulation governing the particular food. 

it) A label may be required to bear the 
percentage<s) of a characterizing Ingre¬ 
dients) or information concerning the 
presence or absence of an ingredient is) 
or the need to add an ingredient's) as 
jxu*t of the common or usual name of the 
food pursuant to Subpart B of Part 102 
of this chapter. 

(Soon. 403. 701(a). 53 Stat. 1047 1048, m 
amend**. 1056 (21 VB C. 343. 371(a)). 


§ 101.1 Food; disinflation of inert* • 
client*. 

(a) Ingredients required to be declared 
on the label of a food, including food*, 
that comply with standards of Identity 
that require labeling in compliance with 
this Part 101. except those exempted by 
i 101.100. shall be listed by common or 
usual name in descending order of pre¬ 
dominance by weight on either the prin¬ 
cipal display panel or the information 
panel In accordance with the provisions 
of $ 101.2. 

<b) Tlie name of an Ingredient shall 
be a specific name and not a collective 
igeneric) name, except that: 

(1) Spices, flavorings, colorings and 
chemical preservatives shall be declared 
according to the provisions of S 101.22. 

<2> An ingredient which itself contains 
two or more ingredients and which has 
an established common or usual name, 
conforms to a standard established pur¬ 
suant to the Meat Inspection or Poultry 
Products Inspection Acts by the U.8. De¬ 
partment of Agriculture, or conforms to 
a definition and standard of identity es¬ 
tablished pursuant to section 401 of the 
Federal Food. Drug, and Cosmetic Act 
shall be designated in the statement of 
ingredients on the label of such food by 
either of the following alternatives 

(i) By declaring the established com¬ 
mon or usual name of the Ingredient 
followed by a parenthetical listing of all 
ingredients contained therein in de¬ 
scending order of predominance except 
that. If the ingredient is a food subject 
to a definition and standard of identity 
established in this Subchapter B, only 
the ingredients required to be declared 
by the definition and standard of iden¬ 
tity need be listed: or 

(ti) By incorporating into the state¬ 
ment of ingredients in descending order 
of predominance in the finished food the 
common or usual name of every* com¬ 
ponent of the ingredient without listing 
the ingredient itself. 

(3> Skim milk, concentrated skim milk, 
reconstituted skim milk, and nonfat dry 
milk may be declared as “skim milk*' or 
•'nonfat milk**. 

(4) Milk, concentrated milk, reconsti¬ 
tuted milk, and dry w r holc milk may be 
declared as “milk". 

(5) Bacterial cultures may be declared 
by the word “cultured** followed by the 
name of the substrate, e.g.. "made from 
cultured skim milk or cultured butter¬ 
milk". 

(8) Sw r ectifream buttermilk, concen¬ 
trated sweetcream buttermilk, reconsti- 
tuted sweetcream buttermilk, and dried 
sweetcream buttermilk may be declared 
as “buttermilk**. 

(7) Whey, concentrated whey, recon¬ 
stituted whey, and dried whey may be 
declared as "whey**. 

<8) Cream, reconstituted cream, dried 
cream, and plastic cream (sometimes 
known as concentrated milk fat) may ** 
declared as “cream". 

(9) Butteroil and anhydrous butter.itt 
may be declared as “butterfat". 
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110) Dried whole eggs, frozen whole 
eggs, and liquid whole eggs may be de¬ 
clared as "eggs". 

111) Dried egg whites, frozen egg 
whites, and liquid egg whites may be 
declared as "egg whites *. 

< 12) Dried egg yolks, frozen egg yolks, 
nnd liquid egg yolks may be declared as 
* egg yolks**. 

• 13) (Reserved! 

• 14) Each Individual fat and/or oil 
ingredient of a food intended for human 
consumption shall be declared by its 
specific common or usual name <e.g . 

beef fat'*, “cottonseed oil’*) in its order 
of predominance in the food except that 
blends of fats and/or oils may be desig¬ 
nated in their order of predominance in 

the food as M -shortening" or “blend 

of-oils**, the blank to be filled in 

with the word “vegetable**, “animal 
marine*’, with or without the terms 
' fat** or “oils”, or combination of these, 
whichever is applicable if, immediately 
following the term, the common or usual 
name of each individual vegetable, ani¬ 
mal. or marine fat or oil is given in 
parentheses, e.g., “vegetable oil short¬ 
ening (soybean and cottonseed oil) *\ 
For products that are blends of fats 
and/or oils and for foods in which fats 
and/or oils constitute the predominant 
ingredient, Le., in which the combined 
weight of all fat and/or oil ingredients 
equals or exceeds the weight of the most 
predominant ingredient that Is not a 
fat or oil, the listing of the common or 
usual names of such fats and/or oils in 
parentheses shall bo in descending order 
of predominance. In all other foods 
in which a blend of fats and/or oils 
is used as an ingredient, the listing of 
the common or usual names in paren¬ 
theses need not be In descending order 
of predominance if the manufacturer, 
because of the use of varying mixtures, 
is unable to adhere to a constant pattern 
of fats and/or oils in the product. If 
the fat or oil is completely hydrogenated, 
the name shall include the term 

“saturated", or If partially hydrogenated, 
the name shall include the term 

partially saturated *. Fat and/or oil in¬ 
gredients not present in the product may 
be listed if they may sometimes be used 
in the product. Such ingredients shall be 
identified by words indicating that they 
may not be present, such as “or**, ' and/ 
or**, “contains one or more of the fol¬ 
lowing:", e.g.. "vegetable oil shortening 
contains one or more of the follow'ing: 
cottonseed oil, palm oil, soybean oil)". 
No fat or oil ingredient shall be listed 
unless actually present if the fats and/ 
or oils constitute the predominant in¬ 
gredient of the product, as defined in 
this paragraph (b)(14). 

* 15) When all the Ingredients of a 
wheat flour are declared in an ingredient 
statement, the principal ingredient of 
the flour shall be declared by the 
name(s) specified in (i 137.105. 137.200, 
137.220 and 137.225 of tills chapter, Le., 
the first Ingredient designated in the in¬ 
gredient list of flour, or bromated flour, 
or enriched flour, or self-rising flour is 
"flour", “white flour *, “wheat flour", or 
Plain flour"; the first ingredient desig¬ 
nated In the ingredient list of durum 
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flour is "durum flour"; the first ingredi¬ 
ent designated in the ingredient list of 
whole wheat flour, or bromated whole 
wheat flour is “whole wheat flour", 
“graham flour**, or ’'entire wheat flour"; 
and the first ingredient designated in the 
ingredient list of whole durum wheat 
flour Ls “whole durum wheat flour". 

• c> When water is added to recon¬ 
stitute. completely or partially, an In¬ 
gredient permitted by paragraph <b> of 
this section to be declared by a class 
name, the position of the ingredient class 
name in the ingredient statement shall 
be determined by the weight of the un¬ 
reconstituted ingredient plus the weight 
of the quantity of water added to re¬ 
constitute that ingredient, up to the 
amount of water needed to reconstitute 
the Ingredient to single strength. Any 
water added in excess of the amount of 
water needed to reconstitute the ingredi¬ 
ent to single strength shall be declared 
as “water" in the ingredient statement. 

§ 101.3 Food; name and place of bu*i> 
nm of mamifarltirer, packer, or 
di«lribtilor. 

<a* The label of a food In packaged 
form shall specify conspicuously the 
name and place of business of the manu¬ 
facturer. packer, or distributor. 

<b) The requirement for declaration of 
the name of the manufacturer, packer, or 
distributor shall be deemed to be satisfied, 
in the case of a corporation, only by the 
actual corporate name, which may be 
preceded or followed by the name of the 
particular division of the corporation. In 
the cose of an Individual, partnership, or 
association, the name under which the 
business is conducted shall be used. 

(c) Where the food is not manufac¬ 
tured by the person w hose name appears 
on the label, the name shall be qualified 
by a phrase that reveals the connection 
such person has with such food; such as 

* Manufactured for..'*. “Dis¬ 
tributed by-or any other 

wording that expresses the facts. 

<d# The statement of the place of 
business shall include the street address, 
city. State, and ZIP code; however, the 
street address may be omitted If it is 
shown in a current city directory or tele¬ 
phone directory. The requirement for 
inclusion of the ZIP code shall apply 
only to cousumer commodity labels de¬ 
veloped or revised after the effective date 
of this section. In the case of noncon¬ 
sumer packages, the ZIP code shall ap¬ 
pear either on the label or the labeling 

• including invoice). 

(e> If a person manufacturers, packs, 
or distributes a food at a place other than 
hU principal place of business, the label 
may state the principal place of business 
in lieu of the actual place where such 
food was manufactured or packed or is 
to be distributed, unless such statement 
would be misleading. 

8 101.6 Ijabrl ciraignation of ingrodirnl* 
for utandurdizcd food*. 

<a> There is significant consumer in¬ 
terest that the labels of standardized 
foods bear complete information on the 
ingredients contained in the food. In the 
absence of legal authority to require that 
the label bear such information, the Food 
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and Drug Administration encourages ail 
manufacturers, packers, and distributors 
to voluntarily make such disclosure. 

<b) The Food and Drug Administra¬ 
tion intends to amend the definitions and 
standards of identity of food by setting 
into motion as rapidly as possible the 
provisions of section 401 of the act to 
require label declaration of all optional 
ingredients with the exception of op¬ 
tional spices, flavorings, and colorings 
which may continue to be designated as 
such without specific ingredient declara¬ 
tion. 

<c> Statutory authority does not exist 
to require the declaration of mandatory 
ingredients on the label of standardized 
foods. 

<d> The requirement (set forth in some 
of the definitions and standards of iden¬ 
tity for food) that designated optional 
ingredients such as spices, flavorings, 
colorings, emulsifiers, flavor enhancers, 
stabilizers, preservatives, and sweeteners 
be declared in a specified manner on the 
label wherever the name of the standard¬ 
ized food appears on the label so con¬ 
spicuously as to be easily seen under cus¬ 
tomary conditions of purchase shall not 
apply to any manufacturer, packer, or 
distributor of a standardized food who 
voluntarily labels such food in the man¬ 
ner indicated by section 403(1> of the act 
(21 U.8.C. 343(D), and the regulations 
promulgated thereunder, and who other¬ 
wise compiles with such definition and 
standard. Words and statements that 
slgntflcantly differentiate between sev¬ 
eral foods complying with the same 
standard by describing the optional 
forms or varieties, the packing medium, 
and significant characterizing ingredi¬ 
ents present in the food, shall continue 
to be declared in the manner as required 
by the particular standard. 

§ 101.8 1-uInliii£ of food nitli imntLrr 

of vrrWng*. 

<m> The label of any package of a food 
which bears a representation as to the 
number of servings contained in such 
package shall bear in immediate con¬ 
junction with such statement, and in the 
same size type as is used for such state¬ 
ment, a statement of the net quantity 
(in terms of weight, measure, or numeri¬ 
cal count) of each such serving; hotvever, 
such statement may be expressed in 
terms that differ from the terms used in 
the required statement of net quantity 
of contents (for example, cupfuls, tabic- 
spoonfuls, etc.) when such differing term 
Is common to cookery and describes a 
constant quantity. Such statement may 
not be misleading in any particular. A 
statement of the number of units in a 
package is not in itself a statement of 
the number of servings. 

(b) If there exists a voluntary prod¬ 
uct standard promulgated pursuant to 
the procedures found in 15 CFR Part 10 
by tlie Department of Commerce, quan¬ 
titatively defining the meaning of the 
term “serving" with respect to a par¬ 
ticular food, then any label representa¬ 
tion as to the number of servings in such 
packaged food shall correspond with 
such quantitative definition. (Copies of 
published standards are available upon 
request from the National Bureau of 


FlDftAl REGISTER. VOL 47 . NO 50—TUESDAY, MARCH >5. 1477 








11312 

t 

Standards, Department of Commerce, 
Washington. DC 20234.) 

§ 101.9 Nutrition labeling of food. 

' a * Nutrition information relating to 
food may be included on the label and 
in the labeling of a product: Provided . 
That it conforms to the requirements of 
this section. Except as provided in para- 
graph (h) of this section, inclusion of 
any added vitamin, mineral, or protein 
In a product or of any nutrition claim 
or information, other than sodium con¬ 
tent. on a label or in advertising for a 
food subjects the label to the require¬ 
ments of this section, and in labeling 
for a food subjects the label and that 
labeling to the requirements of this sec¬ 
tion. 

(1) Solicitation of requests for nutri¬ 
tion information by a statement “For 

nutrition information write to_ 

_" on the label or in the 

labeling or advertising for a food, or pro¬ 
viding such information in a direct writ¬ 
ten reply to a solicited or unsolicited 
request, does not subject the label or the 
labeling to the requirements of this sec¬ 
tion if no other nutrition claim is made 
on the label or in other labeling or ad¬ 
vertising, if the reply to the request con¬ 
forms to the requirements of this sec¬ 
tion. and if no vitamin, mineral, or pro¬ 
tein is added to the food. 

(2) If any vitamin and/or mineral Is 
added to a food so that a single serving 
provides 50 percent or more of the UB. 
Recommended Daily Allowance (UB. 
RDA) for adults and children 4 years or 
more of age. as specified in f 105.3 of this 
chapter, of any one of the added vi¬ 
tamins and/or minerals, unless such ad¬ 
dition is permitted or required in other 
regulations, c.g., a standard of identity 
or nutritional quality guideline, or is 
otherwise exempted by the Commissioner 
the food shall conform to the standard 
or Identity set forth In I 105.85 of this 
chapter, and shall also conform to the 
labeling established in 1 105.85 of this 
chapter, except that the labeling estab¬ 
lished in paragraph (c) of this section 
including the order for listing vitamins 
and minerals established in paragraph 
(cX7)(iv) of this section, shall be used 
in lieu of the labeling established in 
$ 105.85(1X1) of this chapter. 

<b) All nutrient quantities (including 
vitamins, minerals, calories, protein, car¬ 
bohydrate, and fat) shall be declared in 
relation to the average or usual serving 
or, where the food is customarily not 
consumed directly, in relation to the 
average or usual portion. Another col¬ 
umn of figures may be used to declare 
the nutrient quantities in relation to 
the average or usual amount consumed 
on a daily basis, in the same format re¬ 
quired in paragraph (c) of this section 
for the serving (portion), where reliable 
data have established that the food is 
customarily consumed more than once 
during the day and the average or usual 
amount so consumed. 

(1 > The term "serving" means that 
reasonable quantity of food suited for 
or practicable of consumption as port of 
.i meal by an adult male engaged in light 
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physical activity, or by an infant or child 
under 4 years of age when the article 
purports or is represented to be for con¬ 
sumption by an infant or child under 4 
years of age. The term "portion" means 
the amount of a food customarily used 
only as an ingredient in the prepara¬ 
tion of a meal component <e.g.. V4 cup 
flour, tablespoon cooking oil or Ya cup 
tomato paste). A label statement regard¬ 
ing a serving (portion) shall be in terms 
of a convenient unit of such food or a 
convenient unit of measure that can be 
easily identified as an average or usual 
serving (portion) and con be readily 
understood by purchasers of such food 
re.g.. a serving (portion) may be ex¬ 
pressed in slices, cookies, or wafers; or 
in terms of ounces, fluid ounces, tea¬ 
spoonfuls. tablespoonfuls, or cupfuls). 

(2) A teaspoonful shall be considered 
to mean 5 milliliters (approximately one- 
sixth fluid ounce) In volume; a table¬ 
spoon shall be considered to mean 15 
milliliters (approximately one-half fluid 
ounce) in volume; and a cupful shall be 
considered to mean 240 milliliters (ap¬ 
proximately 8 fluid ounces) in volume. 
The weight of the serving (portion) may 
also be expressed in grams. 

(3) The declaration of nutrient quan¬ 
tities shall be on the basis of the food 
os packaged. Another column of figures 
may be used to declare the nutrient 
quantities on the basis of the food as 
consumed after cooking or other prep¬ 
aration. in the same format required 
in paragraph (c) of this section for the 
food alone: Provided , That the specific 
method of cooking or other preparation 
shall be disclosed in a prominent state¬ 
ment immediately following the infor¬ 
mation required by paragraph (c) of 
this section. 

<c) The declaration of nutrition in¬ 
formation on the label and in labeling 
shall contain the following Information 
In the following order, using the head¬ 
ings specified, under the overall heading 
of "Nutrition Information Per Serving 
(Portion)." The terms "Per Serving 
(Portion)" are optional and may follow 
or be placed directly below the terms 
"Nutrition Information." 

(1) "Serving (portion) size"; A state¬ 
ment of the serving (portion) size. 

(2) "Servings (portions) per contain¬ 
er": The number of servings (porUons) 
per container. 

(3) "Caloric content" or "Calories": A 
statement of the caloric content per serv¬ 
ing (portion), expressed to the nearest 
2-calorie increment up to and including 
20 calories. 5-calorie Increment above 
20 calories and up to and including 50 
calories, and 10-calorie increment above 
50 calories. Caloric content shall be 
determined by the Atwater method as 
described in A. L. Merrill and B. K. Watt 
"Energy Value of Poods—Basis and 
Derivation." USDA Handbook 74 (1955).' 
Caloric content may bo calculated on 
the basis of 4, 4. and 9 calories per gram 


1 Copies may be obtained from: Division or 
Nutrition (HFP-260). Bureau of Poods. Pood 
and Drug Administration. 200 C Street 8W . 
Washington. DC. 20204. 


for protein, carbohydrate, and fat re¬ 
spectively unless the use of these values 
gives a caloric value more than 20 per¬ 
cent greater than the caloric value ob¬ 
tained when using the more accurate 
values determined by use of the Atwater 
method as found in USDA Handbook 74 
(1955).' 

(4) "Protein content" or "Protein”: A 
statement of the number of grams of 
protein in a serving (portion), expressed 
to the nearest gram. Protein content may 
be calculated on the basis of the factor 
of 6.25 times the nitrogen content of the 
food as determined by the appropriate 
method of analysis of the Association of 
Official Analytical Chemists. 11th edi¬ 
tion. 1970,* except when the official pro¬ 
cedure for a specific food requires an¬ 
other factor. 

(5) "Carbohydrate content" or "Car¬ 
bohydrate": A statement of the number 
of grams of carbohydrate in a serving 
(portion) expressed to the nearest gram. 

(6) "Fat content" or "Fat": A state¬ 
ment of the number of grams of fat in a 
serving (portion) expressed to the near¬ 
est gram. Fatty acid composition, choles¬ 
terol content, and sodium content may 
also be declared in compliance with 
IS 101.25 and 105.69 of this chapter. 

(!) When fatty acid composition is 
declared, the information on fatty acids 
required by 1101.25(c) shall be placed on 
the label immediately following the state¬ 
ment of fat content The declaratory in¬ 
formation statement required by $ 101.25 
(d) shall be placed either Immediately 
following the statement on fat and 
fatty acids or shall be appropriately ref¬ 
erenced by symbol and placed immedi¬ 
ately following the completed nutrition 
Information statement 

(11) When cholesterol content is de¬ 
clared. the information on cholesterol 
required by 8 101.25(b) shall immediately 
follow the statement on fat content (and 
fatty acids, if stated). The declaratory 
information statement required by 
8 101.25(d) shall be placed either Im¬ 
mediately following the statement on 
cholesterol or shall be appropriately ref¬ 
erenced by symbol and placed immedi¬ 
ately following the completed nutrition 
information statement. 

(ill) When both fatty acid and cho¬ 
lesterol Information are provided, the 
declaratory information statement may 
be combined as permitted by 8 101.25(d). 

(iv) When sodium is declared, the in¬ 
formation on sodium required by 8 105.69 
of this chapter shall be placed on the 
label immediately following the state¬ 
ment on fat content (and fatty acid and 
or cholesterol. If stated). 

(7) "Percentage of UB. Recommended 
Daily Allowances (U.8. RDA>": A state¬ 
ment of the amount per serving (portion) 
of the protein, vitamins, and minerals, 
as described in this paragraph (c)(7), 
expressed in percentage of the U.8. Rec¬ 
ommended Daily Allowance (U.S. RDA* 

(i) The percentages shall be expressed 
In 2-percent increments up to and in- 


• Copies may bo obtained from: Association 
of Official Analytical Chemists, P.O. Bo* 540. 
Benjamin Franklin Stmt Ion. Washington. DC. 
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eluding the 10-percent level, 5-percent 
Increments above 10 percent and up to 
und including the 60-percent level, and 
10-percent increments above the 50-per¬ 
cent level. Nutrients present in amounts 
less than 2 percent of the U.S. RDA may 
be Indicated by a zero, or by an asterisk 
referring to another asterisk placed at 
the bottom of the table and followed by 
the statement "contains less than 2 per¬ 
cent of the U.8. RIM of this <these* nu¬ 
trient (nutrients).'* However, when a 
product contains less than 2 percent of 
the U.S. RDA for each of five or more of 
the eight nutrients specified in paragraph 
(c)(7) (lit) of this section, the manu¬ 
facturer or distributor may choose to 
declare no more than three of those nu¬ 
trients and none of the remainder listed 
in paragraph (c)(7) <iv) of this section. 
The statement "contains leas than 2 per¬ 
cent of the U.8. RDA of_”, list¬ 

ing whichever of the eight nutrients are 
present at less than 2 percent of the 
U.8. RDA and have not been declared, 
shall directly follow the declared nutrient 
in the same type she. Any nutrient de¬ 
clared shall always appear in the order 
established in paragraph (c) <7) (iv) of 
this section. 

(11) The declaration of protein, which 
shall come first, shall be a statement of 
the amount per serving (portion) of pro¬ 
tein. expressed as a percentage of the 
U 8 RDA. 

(a) The U.S. RDA of the protein in a 
food product is 45 grams if the protein 
efficiency ration (PER) of the total pro¬ 
tein In the product is equal to or greater 
than that of casein, and 55 grams if 
the PER of the total protein In the prod¬ 
uct U less than that of casein. The per¬ 
centage of the U.fi. RDA shall be declared 
aa described In paragraph <c><7)tl) of 
this section. 

(t>) Total protein with a PER less than 
20 percent of the PER of casein may not 
be stated on the label in terms of per¬ 
centage U.8. RDA. and the statement of 
protein content in grams per serving 
• portion) under paragraph (c)(4) of 
this section shall be modified by the 
Matement "not a significant source of 
protein" immediately adjacent to the 
protein content statemen t regardless of 
the actual amount of protein present. 

Oil) The declaration of vitamins and 
minerals as a percent of the U.S. RDA 
which shall follow the protein declara¬ 
tion. shall Include vitamin A. vitamin C. 
thiamine, riboflavin, niacin, calcium, and 
iron. In that order, and shall include any 
of the other vitamins and minerals listed 
In paragraph tc)(7)(iv) of this section 
when they are added and may list any 
of the other vitamins and minerals listed 
in Paragraph (c)(7)(lv) of this section 
when they ore naturally occurring in Uie 
order listed therein. 

<iv) The following U.8. Recommended 
Dally Allowances (U.8. RDA) and no¬ 
menclature are established for these vi¬ 
tamins and minerals, essential In human 
nutrition: 
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Vitamin A. 5.000 InUrnattonaJ Unit* 

Vitamin C. CO milligram*! ' 

Thiamine, 1.6 milligrams 
Riboflavin. 1.7 milligram*! 

Niacin, 20 milligrams. 

Calcium. 1.0 gram. 

Iron, 18 milligram*. 

Vitamin D. 400 International Unit* 

Vitamin E. 30 International Unit* 

Vitamin B«. 2.0 milligram* 

Folic acid. 0.4 milligrams 
Vitamin B ir 0 mtcrogram» 

Phosphorus, 1.0 gram 
Iodine, 150 microgram* 

Magnesium. 400 milligram* 

Zinc, 15 milligram*. 

Copper. 2 milligrams 
Biotin, 0.3 milligram 
Pantothenic acid. 10 milligrams 

These nutrients and levels have been 
derived by the Food and Drug Adminis¬ 
tration from the "Recommended Dietary 
Allowances," published by the Food and 
Nutrition Board, National Academy of 
Sciences-Natlonal Research Council, 
and are subject to amendment from time 
to time as more information on human 
nutrition becomes available. 

(v) No claim may be made that a food 
is a significant source of a nutrient unless 
that nutrient te present in the food at a 
level equal to or in excess of 10 percent 
of the U8. RDA in a serving (portion). 
No claim may be made that a food \r> nu¬ 
tritionally superior to another food un¬ 
less it contains at least 10 percent more 
of the UJ9. RDA of the claimed nutrient 
per serving (portion). 

<d> Products with separately pack¬ 
aged ingredients or to which other in¬ 
gredients are added by the user may be 
Libeled as follows: 

(1) If a product is comprised of two 
or more separately packaged ingredients 
enclosed in an outer container, nutri¬ 
tion labeling of the total product shall 
be located on the outer container to 
provide information for the consumer at 
the point of purchase. However, when 
two or more food products are simply 
combined together in such a manner 
that no outer container is used, or no 
outer label is available, each product 
shall have its own nutrition informa¬ 
tion, e g., two boxes taped together or 
two cans combined in a clear plastic 
overwrap. 

(2) If a food is commonly combined 
with another ingredient (s) before eat¬ 
ing and directions for such combina¬ 
tion are provided, another column of 
figures may be used to provide a list of 
the nutrient contents for the final com¬ 
bination in the same format required 
in paragraph fc> of this section for 
the food alone (e.g., a dry ready-to- 
eat cereal may be described with one 


• The following synonym* may be in 

parvnthrac* immediately following tbe name 
of tbe vitamin: 

Vitamin C---- Aocorble weld 

Folio weld_Folacln 

Riboflavin__Vitamin B, 

Thiamine -..—... Vitamin B, 


14313 

set of percentage U.S. RDA volute for 
the cereal as sold (per ounce), and an¬ 
other set for the cereal and milk as sug¬ 
gested in the label (per ounce of cereal 
and one-half cup of vitamin D fortified 
whole milk); and a cake mix may be 
labeled with one set of percentage U.8. 
RDA values for the dry mix (per serv¬ 
ing), and another set for a serving of 
the final cake when prepared). The type 
und quantity of the other ingredient <s) 
to be added by the user to the product 
shall be specified. 

(e) Compliance with this section shall 
be determined as follows: 

< 1) A collection of primary containers 
or units of the same size, type, and style 
produced under conditions as nearly uni¬ 
form as possible, designated by a com¬ 
mon container code or marking, or in 
the absence of any common container 
code or marking a day's production, con¬ 
stitutes a "lot." 

<3) The sample for nutrient analysis 
'•hall consist of a composite of 12 sub- 
samples (consumer units), taken one 
from each of 12 different randomly 
chosen shipping cases, to be representa¬ 
tive of a lot. Composites shall be analyzed 
by Association of Official Analytical 
Chemists (AOAC) methods where avail¬ 
able or, if no AOAC method is avail¬ 
able, by reliable and appropriate analyti¬ 
cal procedures. Alternative methods of 
analysis may be submitted to the Food 
and Drug Administration to determine 
their acceptability, 

(3> Two classes of nutrients are de¬ 
fined for purposes of compliance 

Cl*** I. Added nutrient* In fortified oar fabri¬ 
cated foods. 

Clam II. Naturally occurring tindigcnou*) 

nutrient*. 

If any ingredient which contains a nat¬ 
urally occurring (indigenous) nutrient Is 
added to u food, the total amount of such 
nutrient in the final food product Is 
subject to Class II requirement* unless 
the same nutrient is also added. 

(4) A food with a label declaration 
of a vitamin, mineral, or protein shall 
be deemed to be mLsbranded under sec¬ 
tion 403(a) of the act unless It meets the 
following requirements: 

<0 Class I vitamin, mineral, or pro - 
fctit. The nutrient content of the com¬ 
posite is at least equal to the value for 
that nutrient declared on the label 

ell) Class // vitamin , mineral, or pro - 
tcln. The nutrient content of the com¬ 
posite Is at least equal to 80 percent of 
the value for that nutrient declared on 
the label. 

Provided , That no regulatory action will 
be based on a determination of a nu¬ 
trient value which falls below this level 
by a factor less than the variability gen¬ 
erally recognized for the analytical 
method used In that food at the level 
Involved. 

(5) A food with a label declaration of 
calories, carbohydrates, or fat shall be 
deemed to be misbranded under section 
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403(a) of the act unless the nutrient 
content of the composite is no greater 
than 20 percent In excess of the value 
for that nutrient dec!ared on the label. 

<6> Reasonable excesses of a vitamin, 
mineral, or protein over labeled amounts 
are acceptable within good manufactur¬ 
ing practices. Reasonable deficiencies of 
calories or fat under labeled amounts 
are acceptable within good manufactur¬ 
ing practices. 

(f) Nutrition information provided by 
a manufacturer or distributor directly to 
professionals (e.g.. physicians, dietitians, 
educators) may vary from the require¬ 
ments of this section but shall also con¬ 
tain or have attached to it the nutrition 
information exactly as required by this 
section. 

(g) The location of nutrition Infor¬ 
mation on a label shall be In compliance 
with 5 101.2. 

«h) The following foods are exempt 
from this section or are subject to special 
labeling requirements: 

(1) (l) Except where expressly cov¬ 
ered by ft 105.65 of this chapter, infant, 
baby, and junior-type food promoted for 
infants and children under 4 years of age 
shall include nutrition information on 
the label and In labeling in compliance 
with this section, except that the U.S. 
Recommended Daily Allowance (U.S. 
RDA) levels for infants from birth to 12 
months of age or for children under 4 
years of age contained in I 105.3(b> of 
this chapter shall be used in lieu of the 
U.S. RDA levels contained In paragraph 
(c) (7) <iv) of this section. 

<ii> Both the U.S. RDA levels for in¬ 
fants from birth to 12 months of age and 
the U.S. RDA values for children under 
4 years of age may be declared for foods 
represented or Intended for use by both 
infants and children under 4 years of 
age. If such dual declaration is used on 
any label, it shall also be Included In all 
labeling, and equal prominence shall be 
given to both values In all promotional 
material. 

(ill) For the purposes of Labeling these 
foods with a percent of the U.S. RDA for 
protein for infants, a value of 18 grams 
of protein shall be the U.S. RDA value 
for protein with a protein efficiency ratio 
(PER) equal to or greater than casein, 
and 25 grams if the PER of the protein is 
less than the PER of casein but greater 
than to percent of casein. For purposes 
of labeling foods for children under 4 
years of age with a percent of the U-S. 
RDA for protein, a value of 20 grams of 
protein shall be the U.S. RDA value for 
protein with a PER equal to or greater 
than casein, and 28 grams If the PER of 
the protein is less than the PER of casein 
but greater than 20 percent of casein. 

(iv> Total protein with a PER less than 
40 percent of the PER of casein may not 
be stated on the label In terms of per¬ 
centage U.S. RDA for Infants, and the 
statement of protein content in grams 
per serving under paragraph (0(4) of 
this section shall be modified by the 
statement "not a significant source of 
protein for infants" Immediately adja¬ 
cent to the protein content statement re¬ 
gardless of the actual amount of protein 
present. 


(2) Dietary supplements, the nutrients 
of which consist solely of vitamins and/ 
or minerals, shall be labeled in compli¬ 
ance with IS 105.77 and 105.85 of this 
chapter, except that the labeling of a 
dietary supplement In food form. e.g.. a 
breakfast cereal, shall conform to the 
labeling established in paragraph (c> of 
this section, including the order for list¬ 
ing vitamins and minerals established in 
paragraph (c>(7><lv) of this section, in 
lieu of the labeling established in ft 105.85 
(i) (1 > of this chapter. 

<3> Any food represented for use as 
the sole item of the diet shall be labeled 
in compliance with Part 105 of this 
chapter. 

1 4) Foods represented for use solely 
under medical supervision to meet nutri¬ 
tional requirements in specific medical 
conditions shall be labeled in compliance 
with Part 105 of this chapter. 

(5) Iodized salt shall be labeled in com¬ 
pliance with ft 100.155 of this chapter and 
when used in a food does not subject that 
food to labeling under this section if it 
is declared in the ingredient .statement by 
its name (iodized salt) and neither iodine 
nor iodized salt is otherwise referred to 
on the label or in labeling or advertising. 

<fl> A nutrient(s> Included in food 
solely for technological purposes may be 
declared solely in the ingredient state¬ 
ment. without complying with this sec¬ 
tion. if the nutrient<8) is otherwise not 
referred to on the label or in labeling 
or in advertising. 

(7) A standardized food containing an 
added nutrienKs). e.g., enriched flour, 
and included in another food as a com¬ 
ponent may be declared in the Ingredient 
statement by its standardized name, 
wtthout compliance with this section, if 
neither the nutrient (s) nor the compo¬ 
nent is otherwise referred to on the label 
or in labeling or in advertising 

(8 > Food products shipped in bulk form 
for use solely in the manufacture of other 
foods and not for distribution to con¬ 
sumers in such bulk form or container. 

<9) Food products containing an added 
vitamin, mineral, or protein, or foe which 
a nutritional claim is made on the label 
or In labeling or In advertising, which are 
supplied for institutional food service 
use only: Provided . That the manufac¬ 
turer or distributor provides the nutri¬ 
tion information required by this seetton 
directly to those Institutions on a cur¬ 
rent basis. 

(10) Fresh fruits and fresh vegetables, 
pending promulgation of specific labeling 
requirements for these products. 

(I) A food labeled under the provisions 
of this section shall be deemed to be mis¬ 
branded under sections 201 (n) and 403 
<a> of the act If Its labeling represents, 
suggests, or implies: 

(1) That the food because of the pres¬ 
ence or absence of certain dietary prop¬ 
erties. is adequate or effective in the pre¬ 
vention. cure, mitigation, or treatment of 
any disease or symptom. 

(2) That a balanced diet of ordinary 
foods cannot supply adequate amounts 
of nutrients. 

(3) That the lack of optimum nutri¬ 
tive quality of a food, by reason of the 


soil on which that food was grown, is or 
may be responsible for an inadequacy or 
deficiency in the quality of the daily diet. 

(4) Tltat the storage, transportation, 
processing or cooking of a food Is or may 
be responsible for an Inadequacy or de¬ 
ficiency in the Quality of the daily diet 

(5) That the food has dietary proper¬ 
ties when such properties are of no sig¬ 
nificant value or need In human nutri¬ 
tion. Ingredients or products such as 
rutin, other bioflavonoids, para-amino- 
benzoic acid, inositol, and similar sub¬ 
stances which have in the past been rep¬ 
resented as having nutritional proper¬ 
ties but which have not been shown to 
be essential in human nutrition may not 
be combined w*lth vitamins and/or min¬ 
erals. added to food labeled In accord¬ 
ance with tills section, or otherwise used 
or represented in any way which states 
or Implies nutritional benefit. Ingredi¬ 
ents or products of this type may be 
marketed as individual products or mix¬ 
tures thereof: Provided, That the possi¬ 
bility of nutritional, dietary, or thera¬ 
peutic value Is not stated or implied, e.g.. 
their labeling does not state that their 
usefulness in human nutrition has not 
been established and does not otherwise 
disclaim nutritional, dietary, or ther¬ 
apeutic value. 

(6) That a natural vitamin in a food is 
superior to an added or synthetic vita¬ 
min. or to differentiate in any way be¬ 
tween vitamins naturally present from 
those added. 

( 3oca . 201(D), 403(a), 701(a). 52 SUt 1040 
1042. 1047. 1055: 21 U.8.C. 321 (n), 343(a). 
371(a).) 

§ 101.10 Nutrition labeling of restaurant 
food*. 

A nutrition claim or nutrition infor¬ 
mation concerning a combination of 
restaurant foods. e.g.. the total nutri¬ 
tional value of a meal consisting of a 
hamburger, french fries, and milk shake, 
may be included in advertising and/or in 
labeling (other than labels), without 
causing nutrition information to be re¬ 
quired on the label(s) of each article of 
food: Provided . That complete nutrition 
information for the combination of foods 
(the combination as an entity without 
the nutritional value of each article 
being specified) In the format established 
by ft 101.9(c) Is effectively dLsplayed to 
the customer both when he orders the 
food and when he consumes the food. 
This statement of policy does not apply 
to food dispensed in automatic vending 
machines. 

(Sec* 201. 403. 701(a). 52 8tat- 1040-1042 M 
amended. 1047-1048 a* amended. 1055 (21 
US.C, 321. 343.371(a)).) 

§ 101.15 Food; prom turner of wjtnml 
Matemrnlfe 

(a) A word, statement, or other In¬ 
formation required by or under authority 
of the act to appear on the label may lack 
that prominence and consplcuousness 
required by section 403(f) of the act by 
reason (among other reasons) of: 

(1) The failure of such word, state¬ 
ment. or Information to appear on the 
part or panel of the label which is pre- 
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tented or displayed under customary 
condition* of purchase; 

(2) The failure of such word, state¬ 
ment, or information to appear on two 
or more parts or panels of the label, each 
of which has sufficient space therefor, 
and each of which Is so designed as to 
render it likely to be, under customary 
conditions of purchase, the pert or panel 
cIlk played; 

(3) The failure of the label to extend 
• over the area of the container or pack¬ 
age available for such extension, so as to 
provide sufficient label space for the 
prominent placing of such word, state¬ 
ment, or information; 

(4) Insufficiency of label space <for 
the prominent placing of such word, 
statement, or Information) resulting 
from the use of label space for any word, 
statement, design, or device which Ls not 
required by or under authority of the 
act to appear on the label; 

( 5 ) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or Information) resulting 
from the use of label space to give ma¬ 
terially greater conspicuousness to any 
other word, statement, or information, 
or to any design or device; or 

(6) Smallness or style of type in 
which such word, statement, or informa¬ 
tion appears. Insufficient background 
contrast, obscuring designs or vignettes, 
or crowding with other written, printed, 
or graphic matter. 

(b) No exemption depending on in¬ 
sufficiency of label space, as prescribed 
In regulations promulgated under sec¬ 
tion 403 (e) or (i) of the act. shall apply 
If such insufficiency is caused by; 

(1) The use of label space for any 
word, statement, design, or device which 
is not required by or under authority of 
the act to appear on the label; 

(2) The use of label space to give 
greater conspicuousness to any word, 
statement, or other Information than is 
required by section 403(f) of the act; or 

<3) The use of label space for any rep¬ 
resentation in a foreign language. 

(c) (1) AU words, statements, and 
other information required by or under 
authority of the act to appear on the 
label or labeling shall appear thereon 
in the English language: Provided, how- 
ever, That in the case of articles dis¬ 
tributed solely in the Commonwealth of 
Puerto Rico or in a Territory where the 
predominant language is one other than 
English, the predominant language may 
be substituted for English 

(2) If the label contains any repre¬ 
sentation in a foreign language, all 
words, statements, and other informa¬ 
tion required by or under authority of 
the act to appear on the label shall 
appear thereon In the foreign language: 
Provided, hotoever. That Individual 
serving-size packages of foods contain¬ 
ing no more than 1 ^ avoirdupois ounces 
or no more than 1 fluid ounces served 
with meals in restaurants, institutions, 
and passenger carriers and not Intended 
lor sale at retail are exempt from the re¬ 
quirements of this paragraph (c)(2). If 
the only representation in the foreign 
language(s) Is the name of the food. 


(3) If any article of labeling (other 
than a label) contains any representa¬ 
tion in a foreign language, all words, 
statements, and other information re¬ 
quired by or under authority of the act 
to appear on the label or labeling shall 
appear on such article of labeling. 

§ 101.17 Fowl IaIn*Iibiic warning Male¬ 
nient*. 

(a) Self-pressurized containers . (1) 
The label of a food packaged in a self- 
pressurized container and intended to be 
expelled from the package under pres¬ 
sure shall bear the following warning: 

Warning —Avoid spraying in eyes. 
Contents under pressure. Do not punc¬ 
ture or incinerate. Do not store at tem¬ 
perature above 120 ’ P. Keep out of reach 
of children. 

(2) In the case of products Intended 
for use by children, the phrase “except 
under adult supervision” may be added at 
the end of the last sentence in the warn¬ 
ing required by paragraph (a) <I) of this 
section. 

(3) In the case of products packaged 
in glass containers, the word “break” 
may be substituted for the word “punc¬ 
ture” in the warning required by para¬ 
graph (a) (1) of this section. 

(4) The words “Avoid spraying in 
eyes” may be deleted from the warning 
required by paragraph (a)(1) of this 
section in the case of a product not ex¬ 
pelled as a spray. 

(b) Self-pressurized containers with 
halocarbon or hydrocarbon propellants. 
(1) In addition to the warning required 
by paragraph (a) of this section, the la¬ 
bel of a food packaged in a self-prcssur- 
lzcd container in which the propellant 
consists in whole or in part of a halo- 
carbon or a hydrocarbon shall bear the 
following warning: 

Warning —Use only as directed. Inten¬ 
tional misuse by deliberately concentrat¬ 
ing and Inhaling the contents can be 
harmful or fatal. 

(2) The warning required by para¬ 
graph (b)(1) of this section is not re¬ 
quired for the following products: 

(I) Products expelled in the form of a 
foam or cream, which contain less than 
10 percent propellant In the container. 

(II) Products in a container with a 
physical barrier that prevents escape of 
the propellant at the time of use. 

Oil) Products of a net quantity of 
contents of less than 2 ounces that are 
designed to release a measured amount 
of product with each valve actuation. 

<hr) Products of a net quantity of 
contents of less than one-half ounce 

§ 101.1ft MULnirulitiR of f«m<l. 

(a) Among representations in the 
labeling of a food which render such food 
misbranded Ls a false or misleading rep¬ 
resentation with respect to another food 
or a drug, device, or cosmetic. 

(b) The labeling of a food which con¬ 
tains two or more Ingredients may be 
misleading by reason (among other rea¬ 
sons) of the designation of such food In 
such labeling by a name which includucs 
or suggests the name of one or more but 
not all such Ingredients, even though the 
names of all such Ingredients are stated 
elsewhere in the labeling. 


(c) Among representations In the la¬ 
beling of a food which render such food 
misbranded is any representation that 
expresses or implies a geographical ori¬ 
gin of the food or any ingredient of the 
food except when such representation Is 
either: 

<1) A truthful representation of geo¬ 
graphical origin. 

(2) A trademark or trade name pro¬ 
vided that as applied to the article in 
question its use Ls not deceptively mia- 
descriptlve. A trademark or trade name 
composed in whole or in part of geo¬ 
graphical words shall not be considered 
deceptively misdescriptivc if it: 

(1) Has been so long and exclusively 
used by a manufacturer or distributor 
that it is generally understood by the 
consumer to mean the product of a par¬ 
ticular manufacturer or distributor; or 

<ii> Is so arbitrary or fanciful that it 
ls not generally understood by the con¬ 
sumer to suggest geographic origin. 

(3) A part of the name required by 
applicable Federal law or regulation. 

(4) A name whose market significance 
is generally understood by the consumer 
to connote a particular class, kind, type, 
or style of food rather than to indicate 
geographical origin. 

Subpart B—Specific Food Labeling 
Requirements 

§ 101.22 Food*; labeling Of fla¬ 

voring*, coloring* ami rlirrniral prr 
Mmdva. 

(a)(1) The term "artificial flavor” or 
“artificial flavoring” means any sub¬ 
stance, the function of which is to im¬ 
part flavor, which is not derived from a 
spice, fruit or fruit Juice, vegetable or 
vegetable Juice, edible yeast, herb, bark, 
bud. root, leaf or similar plant material, 
meat, ftsh, poultry, eggs, dairy products, 
or fermentation products thereof. Ar¬ 
tificial flavor includes the substances 
listed in 1§ 172.515(b) and 182.00 of this 
chapter except where these arc derived 
from natural sources. 

(3) The term "spice” means any aro¬ 
matic vegetable substance in the whole, 
broken, or ground form, except for those 
substances which have been traditionally 
regarded as foods, such as onions, garlic 
and celery; whose significant function In 
food Is seasoning rather than nutri¬ 
tional; that is true to name; and from 
which no portion of any volatile oil or 
other flavoring principle has been re¬ 
moved. Spices Include the spices listed 
in | 182.10 of tills chapter, such as the 
following: 


Allspice 

Anise 

Basil 

Bay leave* 

Caraway seed 

Cardamon 

Celery seed 

Chervil 

Cinnamon 

Cloves 

Coriander 

Cumin seed 

DiU seed 

Fennel seed 

Fenugreek 

Ginger 

Horseradish 

Mace 


Marjoram 

Mustard Hour 

Nutmeg 

Oregano 

Paprika 

Parsley 

Pepper, black 

Pepper, white 

Pepper, red 

Rosemary 

Saffron 

Sage 

Savory 

8tar aniseed 

Tarragon 

Thyme 

Turmeric 
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Paprika, turmeric, and saffron or other 
spices which are also colors, shall be 
declared as "spice and coloring- unless 
declared by their common or usual name 

(3) The term “natural flavor*' or 
“natural flavoring** means the essential 
oil. olcorcsin, essence or extractive, pro¬ 
tein hydrolysate, distillate, or any prod¬ 
uct of roasting, heating or cnzymolysis, 
which contains the flavoring constituents 
derived from a spice, fruit or fruit Juice, 
vegetable or vegetable Juice, edible yeast, 
herb, bark. bud. root, leaf or similar plant 
material, meat, seafood, poultry, eggs, 
dairy products, or fermentation products 
thereof, whose significant function in 
food is flavoring rather than nutritional. 
Natural flavors include the natural es¬ 
sence or extractives obtained from plants 
listed in 89 182.10, 182.20. 182.30. 182.40. 
and 182.50 of this chapter, and the sub¬ 
stances listed in 9 172.510 of this chapter. 

(4) The term “artificial color** or “ar¬ 
tificial coloring*' means any “color addi¬ 
tive’* as defined in 8 8.1(f) of this 
chapter. 

(5) The term "chemical preservative" 
means any chemical that, when added to 
food, tends to prevent or retard deterio¬ 
ration thereof, but does not Include com¬ 
mon salt, sugars, vinegars, spices, or oils 
extracted from spices, substances added 
to food by direct exposure thereof to wood 
smoke, or chemicals applied for their in¬ 
secticidal or hcrblcidal properties. 

(b) A food which is subject to the re¬ 
quirements of section 403(k) of the act 
shall bear labeling, even though such 
food is not in pp.ckage form. 

(c) A statement of artificial flavoring, 
artificial coloring, or chemical preserva¬ 
tive shall be placed on the food, or on 
its container or wrapper, or on any two 
or all of these, as may be necessary to 
render such statement likely to be read 
by the ordinary individual under cus¬ 
tomary conditions of purchase and use 
of such food. 

<d) A food shall be exempt from com¬ 
pliance with the requirements of section 
403<k) of the act if it is not In package 
form and the units thereof are so small 
that a statement of artificial flavoring, 
artificial coloring, or chemical preserva¬ 
tive. as the case may be. cannot be placed 
on such units with such consplcuousness 
as to render It likely to be read by the 
ordinary individual under customary 
conditions of purchase and use. 

(e) A food shall be exempt while held 
for sale from the requirements of section 
403ik' of the act (requiring label state¬ 
ment of any artificial flavoring, artificial 
coloring, or chemical preservatives) If 
said food, having been received in bulk 
containers at a retail establishment, is 
displayed to the purchaser with either 

(1) the labeling of the bulk container 
plainly in view or (2) a counter card, 
sign, or other appropriate device bearing 
prominently and conspicuously the infor¬ 
mation required to be stated on the label 
pursuant to section 403(k). 

(f) A fruit or vegetable shall be 
exempt from compliance with the re¬ 
quirements of section 403(k) of the act 
with respect to a chemical preservative 
applied to the fruit or vegetable as a 
pesticide chemical prior to harvest. 
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<g) A flavor shall be labeled in the 
following way when shipped to a food 
manufacturer or processor (but not a 
consumer) for use in the manufacture 
of a fabricated food, unless it is a flavor 
for which a standard of identity has been 
promulgated, in which case it shall be 
labeled as provided in the standard: 

(1) If the flavor consists of one in¬ 
gredient. it shall be declared by its com¬ 
mon or usual name. 

(2) IX the flavor consists of two or 
more ingredients, the label etther may 
declare each ingredient by its common or 
usual name or may state “All flavor In¬ 
gredients contained in this product are 
approved for use In a regulation of the 
Food and Drug Administration.'* Any 
flavor ingredient not contained in one 
of these regulations, and any nonflavor 
ingredient, shall be separately listed on 
the label. 

(3) In cases where the flavor contains 
a solely natural fiavor(s). the flavor shall 
be so labeled. eg.. "strawberry flavor", 
“banana flavor", or “natural strawberry 
flavor". In cases where the flavor con¬ 
tains both a natural flavor and an arti¬ 
ficial flavor, the flavor shall be so labeled. 
eg„ “natural and artificial strawberry 
flavor". In cases where the flavor con¬ 
tains a solely artificial flavor (s). the 
flavor shall be so labeled, eg., "artificial 
strawberry flavor". 

<h) The label of a food to which flavor 
is added shall declare the flavor in the 
statement of Ingredients in the following 
way: 

(1) Spice, natural flavor, and artificial 
flavor may be declared as “spice", "nat¬ 
ural flavor**, or “artificial flavor", or any 
combination thereof, as the case may be. 

(2) An incidental additive in a food, 
originating in a spice or flavor used in 
the manufacture of the food, need not 
be declared in the statement of ingredi¬ 
ents if it meets the requirements of 
1101.100(a)(3). 

(3) Substances obtained by cutting, 
grinding, drying, pulping, or similar 
processing of tissues derived from fruit, 
vegetable, meat, fish, or poultry, eg., 
powdered or granulated onions, garlic 
powder, and celery powder, are com¬ 
monly understood by consumers to be 
food rather than flavor and shall be de¬ 
clared by their common or usual name. 

(4) Any salt (sodium chloride) used 
as an ingredient in food shall be declared 
by 11s common or usual name "salt." 

<5> Any monosodium glutamate used 
as an ingredient in food shall be declared 
by its common or usual name “mono¬ 
sodium glutamate." 

<6> Any pyroligneous acid or other ar¬ 
tificial smoke flavors used as an Ingredi¬ 
ent in a food may be declared as artificial 
flavor or artificial smoke flavor. No rep¬ 
resentation may be made, either direct¬ 
ly or implied, that a food flavored with 
pyroligneous acid or other artificial 
smoke flavor has been smoked or lias a 
true smoked flavor, or that a seasoning 
sauce or similar product containing py¬ 
roligneous acid or other artificial smoke 
flavor and used to season or flavor other 
foods will result in a smoked product or 
one haring a true smoked flavor. 


(i) If the label, labeling, or advertising 
of a food makes any direct or indirect 
representations with respect to the pri¬ 
mary recognizable flavor(s), by word 
vignette, eg., depiction of a fruit, or other 
means, or if for any other reason the 
manufacturer or distributor of a food 
w ishes to designate the type of flavor in 
the food other than through the state¬ 
ment of ingredients, such flavor shall be 
considered the characterizing flavor and 
shall be declared in the following way: 

(1) If the food contains no artificial 
flavor which simulates, resembles or rein¬ 
forces the characterizing flavor, the 
name of the food on the principal dis¬ 
play panel or panel* of the label shall 
be accompanied by the common or usual 
name of the characterizing flavor. eg„ 
“vanilla", in letters not less than one- 
half the height of the letters used in the 
name of the food, except that: 

(1) If the food is one that is commonly 
expected to contain a characterizing 
food ingredient, eg., strawberries in 
"strawberry shortcake”, and the food 
contains natural flavor derived from such 
ingredient and an amount of character¬ 
izing ingredient insufficient to Independ¬ 
ently characterize the food, or the food 
contains no such ingredient, the name of 
the characterizing flavor may be imme¬ 
diately preceded by the word “natural** 
and shall be Immediately followed by the 
word "flavored” in letters not less than 
one-half the height of the letters in the 
name of the characterizing flavor, eg., 
“natural strawberry flavored shortcake." 
or “strawberry flavored shortcake**. 

(ID if none of the natural flavor used 
in the food is derived from the product 
whose flavor is simulated, the food in 
which the flavor is used shall be labeled 
cither with the flavor of the product from 
which the flavor is derived or as "artifi¬ 
cially flavored." 

(ill) If the food contains both a char¬ 
acterizing flavor from the product whose 
flavor Is simulated and other natural 
flavor which simulates, resembles or 
reinforces the characterizing flavor, the 
food shall be labeled in accordance with 
the introductory text and paragraph <i> 
(DU) of this section and the name of 
the food shall be immediately followed 
by the words “with other natural flavor 
in letters not less than one-half the 
height of the letters used in the name 
of the characterizing flavor. 

(2) If the food contains any artificial 
flavor which simulates, resembles or re¬ 
inforces the characterizing flavor, the 
name of the food on the principal dis¬ 
play panel or panels of the label shall 
be accompanied by the common or usual 
name's) of the characterizing flavor, m 
letters not less than one-half the height 
of the letters used In the name of the 
food and the name of the characterizing 
flavor shall be accompanied by the 
word is) “artificial" or "artificial^ 
flavored**, in letters not less than one- 
liaif the height of the letters In the name 
of the characterizing flavor, eg-. 'artifi¬ 
cial vanilla", “artificially flavored straw¬ 
berry". or “grape artificially flavored 

(3) Wherever the name of the char¬ 
acterizing flavor appears on the laoci 
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♦ other than In the statement of Ingredi¬ 
ents) so conspicuously as to be easily 
seen under customary conditions of pur¬ 
chase, the words prescribed by this 
paragraph shall immediately and con¬ 
spicuously precede or follow such name, 
without any Intervening written, printed, 
or graphic matter, except: • 

(i) Where the characterizing flavor 
and a trademark or brand are presented 
together, other written, printed, or 
graphic matter that is a part of or is 
associated with the trademark or brand 
may intervene IX the required words are 
In such relationship with the trademark 
or brand as to be clearly related to the 
characterizing flavor: and 

(11) If the finished product contains 
more than one flavor subject to the re¬ 
quirements of this paragraph, the state¬ 
ments required by this paragraph need 
appear only once In each statement of 
r haracterizing flavors present in such 
food, e.g., "artificially flavored vanilla 
and strawberry". 

(ill) If the finished product contains 
three or more distinguishable character¬ 
izing flavors, or a blend of flavors with no 
primary recognizable flavor, the flavor 
may be declared by an appropriately 
descriptive generic term in lieu of nam¬ 
ing each flavor, eg., "artificially flavored 
fruit punch". 

<4> A flavor supplier shall certify, in 
writing, that any flavor he supplies which 
to designated as containing no artificial 
flavor does not. to the best of his knowl¬ 
edge and belief, contain any artificial 
flavor, and that lie has added no artificial 
flavor to it. The requirement for such 
certification may be satisfied by a guar¬ 
antee under section 303(c) (2) of the act 
which contains such a specific statement. 
A flavor used shall be required to make 
such a written certification only where 
he adds to or combines another flavor 
with a flavor which has been certified by 
a flavor supplier as containing no artifi¬ 
cial flavor, but otherwise such user may 
rely upon the supplier's certification and 
need make no separate certification. 
All such certifications shall be retained 
by the certifying party throughout the 
period in which the flavor is supplied and 
for a minimum of three years thereafter, 
and shall be subject to the following 
conditions: 

<i> The certifying party shall make 
buch certifications available upon request 
at all reasonable hours to any duly au¬ 
thorized office or employee of the Food 
and Drug Administration or any other 
employee acting on behalf of the Secre¬ 
tary of Health. Education, and Welfare. 
Such certifications are regarded by the 
Food and Drug Administration as re¬ 
ports to the government and as guar¬ 
antees or other undertakings within the 
meaning of section 301(h) of the act and 
subject the certifying party to the penal¬ 
ties for making any false report to the 
Government under 18 UJ3.C. 1001 and 
any false guarantee or undertaking 
under section 303(a) of the act. The 
defenses provided under section 303(c) 
(2) of the act shall be applicable to the 
certifications provided for in this 
section. 


(ii) Wherever possible, the Food and 
Drug Administration shall verify the ac¬ 
curacy of a reasonable number of cer¬ 
tifications made pursuant to this section, 
constituting a representative sample of 
such certifications, and shall not request 
all such certifications. 

(ill) Where no person authorized to 
provide such information is reasonably 
available at the time of inspection, the 
certifying party shall arrange to have 
such person and the relevant materials 
and records ready for verification as soon 
as practicable: Provided. That, whenever 
the Food and Drug Administration has 
reason to believe that the supplier or user 
may utilize this period to alter Invento¬ 
ries or records, such additional time shall 
not be permitted. Where such additional 
time 1 s provided, the Food and Drug Ad¬ 
ministration may require the certifying 
party to certify that relevant inventories 
have not been materially disturbed and 
relevant records have not been altered or 
concealed during such period. 

<iv) The certifying party shall pro¬ 
vide. to an officer or representative duly 
designated by the Secretary, such quali¬ 
tative statement of the composition of 
the flavor or product covered by the cer¬ 
tification ns may be reasonably expected 
to enable the Secretary’s representatives 
to determine which relevant raw and 
finished materials and flavor ingredient 
records are reasonably necessary to 
verify the certifications. The examination 
conducted by the Secretary's represent¬ 
ative shall be limited to Inspection and 
review of inventories and Ingredient rec¬ 
ords for those certifications which arc to 
be verified. 

(v> Review of flavor ingredient records 
shall be limited to the qualitative formula 
and shall not Include the quantitative 
formula. The person verifying the cer¬ 
tifications may make only such notes as 
are necessary to enable him to verify 
such certification. Only such notes or 
such flaw ingredient records as are nec¬ 
essary to verify such certification or to 
show a potential or actual violation may 
be removed or transmitted from the cer¬ 
tifying party’s place of business: Pro¬ 
vided. That, where such removal or 
transmittal is necessary for such pur¬ 
poses the relevant records and notes 
shall be retained as separate documents 
in Food and Drug Administration flies, 
shall not be copied in other rcjx>rts. and 
shall not be disclosed publicly other than 
in a Judicial proceeding brought pursu¬ 
ant to the act or 18 UB.C. 1001. 

<J> A food to which a chemical pre¬ 
servative (s) is added shall, except when 
exempt pursuant to 2 101.100 bear a label 
declaration stating both the common 
or usual name of the ingnedlenUs) and 
a separate description of Its function, 
e.g., "preservative", "to retard spoilage", 
"a mold inhibitor", "to help protect fla¬ 
vor" or "to promote color retention". 

(8eca. 402, 403, 40®. 701(a). 702. 703. 704. 62 
Stat. 1046. 1047, 1040-104® aa amondod. 1066. 
1066-1067 aa amended; 21 U.S.C. 342. 343, 348. 
371(a). 372. 373. 374 ) 


8 101.25 Ilibeling of food* in relation 
lo fat and fatty arid and rl»olr*Yrrol 

foment. 

(a) Implicit or explicit claims for the 
value of food in preventing or treating 
heart or artery disease can be mislead¬ 
ing to consumers. However, a significant 
segment of the medical community is 
recommending that individuals modify 
their total diet by eliminating certain 
foods or by replacing certain foods with 
others In order to effect changes in the 
levels of blood components. Although 
there have been no definitive studies 
which have demonstrated beyond doubt 
that extensive changes in the consump¬ 
tion of fat and cholesterol by the general 
public are desirable, it is nevertheless 
appropriate to provide for informative 
labeling whirl* will help individuals to 
identify foods for Inclusion in fat- 
modified diets recommended by physi¬ 
cians. It is also appropriate to prohibit 
label statements which misrepresent 
specific foods as being, of themselves, of 
value in the control of the levels of these 
blood components or in the control of 
heart qr artery disease. 

<b) A food label or labeling may In¬ 
clude a statement of the cholesterol con¬ 
tent of the food: Provided , That it meets 
the following conditions: 

(1> The food is labeled In compliance 
with the provisions of 2 101.9. 

<2> The following information is in¬ 
cluded in the following order, in ac¬ 
cordance w ith the provisions of 2 101.9 
(c)(8) (II): 

<!> The cholesterol content, stated to 
the nearest 5-milligram Increment per 
serving. 

<U> The cholesterol content, stated to 
the nearest 5-milligram Increment per 
100 grams of the food. 

(ill) The statement required by para¬ 
graph (d» of this section. 

<cj A food label or labeling may in¬ 
clude Information on the fatty acid con¬ 
tent of the food: Provided . That it meets 
the following conditions: 

<1> The food contains 10 percent or 
more fat on a dry weight basis and not 
less than 2 grams of fat in an average 
serving. Any food containing less than 
10 percent total fat on a dry weight 
basis and/or containing less than 2 
grams of fat in a serving to not suitable 
for use by man as a means of regulating 
the intake of fatty adds. 

(2) The food to labeled in compliance 
with | 101.9 and the following informa¬ 
tion is included in the following order 
In accordance with f 101.9(c) (6) (ii): 

(i> The total fat content in terms of 
the percentage of the total calories in 
the food provided by fat with the head¬ 
ing "Percent of’caloHes from fat". 

(fli The amount of fatty acids, calcu¬ 
lated as the triglycerides, shall be 
stated in grams per serving to the near¬ 
est gram in the following two categories, 
stated with the following headings, in 
the following order, and displayed in 
equal prominence: 

(o) Cto.cto-methylene-interrupted poly¬ 
unsaturated fatty acids, stated as "Poly¬ 
unsaturated"; 
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<b) The sum of laurlc, myrlaUc, pal¬ 
mitic, and stearic acids, stated as “Satu¬ 
rated"'; and 

(ill) The statement required by para¬ 
graph <d) of this section. 

<d) A food labeled in accordance with 
paragraph (b> or (c) of this section shall 
display the following statement on the 
label: “Information (or “this informa¬ 
tion") on fat (and/or cholesterol, where 
appropriate) content is provided for in¬ 
dividuals who. on the advice of a physi¬ 
cian, are modifying their dietary intake 
of fat (and/or cholesterol, where 
appropriate).** 

(e) Compliance with this section shall 
be determined as follows: 

(1) A collection of primary contain¬ 
ers or units of the same size, type, and 
style produced under conditions as nearly 
uniform as possible, designated by a 
common container code or marking or, 
in the absence of any common container 
code or marking, a day's production, 
constitutes a “lot." 

(2) The sample for analysis shall con¬ 
sist of a composite of 12 subsamples 
(consumer units), taken one from each 
of 12 different randomly chosen shipping 
cases, to be representative of a lot. 

(3) Composites shall be analyzed for 
fat and saturated fatty acids by the 
methods of the Association of Official 
Analytical Chemists (AOAC). The meth¬ 
ods for fat, fatty adds, and cholesterol 
will be those of the Association of Official 
Analytical Chemists lAOAC), or other 
reliable and appropriate methods. Alter¬ 
native methods of analysis may be sub¬ 
mitted to the Food and Drug Adminis¬ 
tration to determine their acceptability. 
The determination of cis/rt’5!-methylene- 
interrupted polyunsaturated fatty acids 
will be the Canadian Food and Drug Di¬ 
rectorate Method FA-59 * for cis.ds- 
mcthylenc-interrupted fatty acid. 

(4) A food with a label declaration of 
cholesterol content shall be deemed to 
be misbranded under section 403(a) of 
the act if the content of the composite 
is greater than 20 percent in excess of 
the value for the cholesterol content de¬ 
clared on the label. 

(5) A food with a label declaration of 
fat content shall be deemed to be mis¬ 
branded under section 403(a) of the act 
if the content of the composite is greater 
than 20 percent in excess of the value for 
the fat content declared on the label or 
Iobs than required by good manufactur¬ 
ing practices. 

(6) A food with a label declaration of 
fatty acid content shall be deemed to be 
misbranded under section 403(a) of the 
act if the content of the composite is 
greater than 20 percent in excess of the 
value, or less than 80 percent of the 
value, for the fatty acid content declared 
on the label. 

(f) Label statements made in accord¬ 
ance with paragraphs <b), (c). or <d) of 
this section shall comply with the re¬ 
quirements of f 101.2, but in no cose may 


»Copies may be obtained from. Division of 
Nutrition (HFF-2S0). Bureau of Food*. Food 
Mid Drug Admin la tration. 200 C 8trect 8W„ 
Washington, D.C 20204. 


they be printed in larger than the mini¬ 
mum size type required by the provisions 
of | 101.105 for the declaration of net 
quantity of contents. 

(g) No label or labeling may contain 
a claim indicating, suggesting, or Imply¬ 
ing that the product will prevent, miti¬ 
gate, or cure heart or artery disease or 
any attendant condition. The principal 
display panel of the label may state 
“cholesterol (fat) Information appears 

__,** the blank to be filled in with 

a phrase stating where the information 
is contained. The statement shall ap¬ 
pear in one-slxtecnth-inch type size or 
in the alternative in a type size no larger 
than one-half the minimum type size re¬ 
quired for the declaration of net quan¬ 
tity of contents by the provisions of 
I 101.105 of this chapter. 

(h) No statements relating to cho¬ 
lesterol, fat or fatty acids, other than 
those expressly permitted by this section 
may be made. Any label or labeling con¬ 
taining any statement concerning cho¬ 
lesterol, fat or fatty acids which is not in 
conformity with this section shall be 
deemed to be misbranded under sections 
201 (n) and 403(a) of the act. 

§ 101.29 Ubfling of ko*lirr mhI kofhrr* 
Style foudn. 

The term “kosher*’ should be used 
only on food products that meet certain 
religious dietary requirements. The 
precise significance of the phrase 
“kosher style" as applied to any par¬ 
ticular product by the public has not 
been determined. There is a likelihood 
that the use of the term may cause 
the prospective purchaser to think that 
the product Is “kosher.** Accordingly, 
the Ftood and Drug Administration be¬ 
lieves that use of the phrase should be 
discouraged on products that do not meet 
the religious dietary requirements. 

(Sec. 402. 52 8tat. 1040; 21 U S O. 342> 

§ 101.33 Label clcclnraltwi of ll*erythro* 
aMorbif arid wlirn it I* iin ingre¬ 
dient of a fabricated food. 

(a) The article D-erythroascorbic acid 
(D-araboascorbic acid. D-crythro-3-keto- 
hexonic acid lactone) has sometimes 
been designated as a-isoascorblc acid. 
However, this designation is capable of 
misleading purchasers of food in which 
it is used as an ingredient because of the 
similarity of such designation to the 
chemical name and the common name of 
vitamin C, which is ascorbic acid. As¬ 
corbic acid (vitamin C) Is capable of pre¬ 
venting the deficiency disease scurvy, but 
D-isoascorbc acid Is ineffective for this 
purpose. 

<b> The Joint Committee on Nomen¬ 
clature of the American Institute of 
Nutrition and the Society of Biological 
Chemists has considered this matter, 
and pursuant to the Committee’s rec¬ 
ommendation the respective scientific 
organizations approved a resolution to 
drop the use of the designation d-Lbo- 
ascorblc acid and to adopt as a common 
name the name erythorbic acid for d- 
erythroescorbic acid. 

(c) The compound D-erythroascorbic 
acid Is not specified as an Ingredient of 


any food for which a standard has been 
established. For foods other than those 
for which standards have been estab¬ 
lished, section 403 * i> (2) of the Federal 
Food, Drug, and Cosmetic Act require’ 
that ingredients be listed on labels by 
their common or usual names. If the 
label on a food that contains D-erythro- 
ascorbic acid designates that ingredient 
by the name erythorbic acid, the re¬ 
quirement that the label bear the com¬ 
mon or usual name of the ingredient 
will be regarded as having been met 

(Sec. 408, 52 Stat. 1047. ns amended (21 OSC- 
343>> 

§ 101.35 Not »r«* to manufacturer* and 
UN’m of mortoMMfiuin glutamate mid 
oilier liydrolyxed ifgrtnblr protein 
product*. 

Following a review of various state¬ 
ments submitted by manufacturers and 
distributors of monosodium glutamate 
and various hydrolyzed plant protein 
products, the following conclusions have 
been reached: 

(a) The facts submitted established 
that there arc Uirec classes of products 
to be considered: 

(1) Purified monosodium glutamate 

(2) Hydrolyzed proteins (amino acid 
salts) from which none of the mono- 
sodium glutamate has been removed. 

(3) Hydrolyzed proteins (amino acid 
salts), a byproduct in the manufacture 
of purified monosodium glutamate but 
from which a substantial proportion of 
the monosodium glutamate has beer* 
removed. 

<b) lReserved] 

(c) (1) The substance described m 
paragraph (a) (2) of this section has lonp 
been designated as “hydrolyzed veg¬ 
etable protein.'* 

(2) The substance covered by para¬ 
graph (a) (3) of this section should have 
a distinctive name, since one of its orig¬ 
inal constituents has been partially re¬ 
moved. Manufacturers have suggested 
that this substance be described as "hy¬ 
drolyzed vegetable protein with reduced 
monosodium glutamate content." This 
designation appears acceptable. 

(d) While the substances referred to 
in paragraph (a) (2) and (3) of this sec¬ 
tion contain a number of amino acid salts 
as well as sodium chloride, monosodluir. 
glutamate is the ingredient which ho* 
been quite generally emphasized, and U 
best known to consumers under that 
name. No objection is offered under the 
Federal Food, Drug, and Cosmetic Act to 
the addiUon of a quantitative declaration 
on the labels of containers of such hy¬ 
drolyzed vegetable protein or hydrolyzed 
vegetable protein with reduced mono¬ 
sodium glutamate content showing the 
percentage amounts of monosodium 
glutamate, the total of other amino acid 
salts, salt, and water, if In liquid form 
all to be declared in the order of then 
decreasing percentages. If monosodtum 
glutamate represents a smaller propor¬ 
tion of the substance than the other 
amino acid salts and salt (sodium chlo¬ 
ride). it should be declared last in the 
list of ingredients. 
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ie> When the substances described in 
paragraph (a) (2) and (3) of this sec¬ 
tion are used as Ingredients in a fabri¬ 
cated food, either may be declared as 
•'salt and hydrolyzed vegetable protein'* 
or "salt and hydrolyzed plant protein**) 
on the label of the fabricated food prod¬ 
uct: Provided. That where salt is de¬ 
clared as a separate ingredient of the 
fabricated food, in compliance with sec¬ 
tion 403UM2) of the act. the word 
"salt** need not be repeated in connection 
with the "hydrolyzed vegetable protein** 
•or hydrolyzed plant protein") dec¬ 
laration. 

Subparts C through E—[Reserved] 

Subpart F—Exemptions From Food 
Labeling Requirements 

§ 101. MM) Food; rxrmpltom from label¬ 
ing. 

<»> The following foods are exempt 
from compliance with the requirements 
of section 403(i) (2) of the act (requiring 
a declaration on the label of the com¬ 
mon or usual name of each tagredlent 
when the food Is fabricated from two or 
more ingredients). 

(1) An assortment of different Items 
of food, when variations in the items that 
make up different packages packed from 
such assortment normally occur In good 
packing practice and when such vari¬ 
ations result in variations in the ingredi¬ 
ents in different packages, with respect 
to any ingredient that is not common to 
all packages. Such exemption, however, 
shall be on the condition that the label 
shall bear. In conjunction with the names 
of such ingredients as are common to 
all packages, a statement (in terms that 
are as informative as practicable and 
that are not misleading) indicating by 
name other ingredients which may be 
present. 

<2) A food 1 laving been received in 
bulk containers at a retail establish¬ 
ment, If displayed to the purchaser with 
cither (1) the labeling of the bulk con¬ 
tainer plainly in view or (11) a counter 
i ard, sign, or other appropriate device 
bearing prominently and conspicuously 
the information required to be stated on 
the label pursuant to section 403i»<2> 
of the act. 

(3) Incidental additives that are pres¬ 
ent in a food at insignificant levels and 
do not have any technical or functional 
effect In that food. For the purposes of 
this paragraph (a)(3). incidental addi¬ 
tives arc: 

(l) Substances that have no technical 
or functional effect but are present in a 
food by reason of having been incorpo¬ 
rated into the food as an Ingredient of 
another food, in which the substance did 
nave a functional or technical effect 
(ID Processing aids, which are as 
follows: 

( a » Substances Uiat are added to a 
rood during the processing of such food 
but are removed in some manner from 

fw before it is packaged in its 
finished form. 

Jj>> Substances that are added to a 
tuod during processing, are converted 
mto constituents normally present in the 


food, and do not significantly increase 
the amount of the constituents naturally 
found In the food. 

(c) Substances that are added to a 
food for their technical or functional ef¬ 
fect in the processing but are present 
in the finished food at insignificant levels 
and do not liave any technical or func¬ 
tional effect in that food. 

(Ul» Substances migrating to food 
from equipment or packaging or other¬ 
wise affecting food that arc not food ad¬ 
ditives as defined in section 201 (s) of 
the act; or if they are food additives as 
so defined, they are used in conformity 
with regulations established pursuant to 
section 409 of the act 

(b) A food repackaged in a retail es¬ 
tablishment is exempt from the following 
provisions of the act if the conditions 
specified are met 

(1) Section 403(e)(1) of the act (re¬ 
quiring a statement on the label of the 
name and place of business of the manu¬ 
facturer. packer, or distributor). 

(2) Section 403(g)(2) of the act (re¬ 
quiring the label of a food which pur¬ 
ports to be or is represented as one for 
which a definition and standard of iden¬ 
tity has been prescribed to bear the name 
of the food specified In the definition and 
standard and. Insofar as may be required 
by the regulation establishing the stand¬ 
ard the common names of the optional 
Ingredients present In the food), if the 
food is displayed to the purchaser with 
its interstate labeling clearly in view, or 
with a counter card, sign, or other appro¬ 
priate device bearing prominently and 
conspicuously the information required 
by these provisions. 

(3) Section 403(1) (1) of the act (re¬ 
quiring the label to bear the common or 
usual name of the food). If the food Is 
displayed to the purchaser with its inter¬ 
state labeling clearly in view, or with a 
counter card. sign, or other appropriate 
device bearing prominently and con¬ 
spicuously the common or usual name of 
the food, or if the common or usual name 
of the food is clearly revealed by Its 
appearance. 

(c) open container (a container of 
rigid or semirigid construction, which is 
not closed by lid wrapper, or otherwise 
other than by an uncolored transparent 
wrapper which does not obscure the con¬ 
tents) ol a fresh fruit or fresh vegetable, 
the quantity of contents of which is not 
more than 1 dry quart, shall be exempt 
from the labeling requirements of sec¬ 
tions 403(e). (g) <2> (with respect to the 
name of the food specified hi the defini¬ 
tion and standard). and (i)(l) of the act: 
but such exemption shall be on the condi¬ 
tion that if two or more such containers 
are enclosed in a crate or other shipping 
package, such crate or package shall bear 
labeling showing the number of such con¬ 
tainers enclosed therein and the quan¬ 
tity of the contents of each. 

<d) Except as provided by paragraphs 
<e) and (f> of this section, a shipment 
or other delivery of a food which Is, in 
accordance with the practice of the trade, 
to be processed, labeled, or repacked in 
substantial quantity at an establishment 
other than that where originally proc- 
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cased or pocked, shall be exempt, during 
the time of introduction into and move¬ 
ment in interstate commerce and the 
time of holding in such establishment, 
from compliance with the labeling re¬ 
quirements of section 403 (c). (e>. <g>. 
<h), (1), (j), and tk) of the act if; 

(1> The person who introduced such 
slupment or delivery into interstate com¬ 
merce is the operator of the establish¬ 
ment where such food is to be processed, 
labeled, or repacked; or 

(2> In case such person is not such 
operator, such shipment or delivery is 
made to such establishment under a 
written agreement, signed by and con¬ 
taining the post office addresses of such 
person and such operator, and contain¬ 
ing such specifications for the process¬ 
ing. labeling, or repacking, as the case 
may be. of such food in such establish¬ 
ment as w ill ensure, if such specifications 
are followed, that such food will not be 
adulterated or misbranded within the 
meaning of the act upon completion of 
such processing, labeling, or repacking. 
Such person and such operator shall each 
keep a copy of such agreement until 2 
years after the final shipment or delivery 
of such food from such establishment, 
and shall make such copies available 
for inspection at any reasonable hour to 
any officer or employee of the Depart¬ 
ment who requests them. 

(3) The article is an egg product sub¬ 
ject to a standard of identity promul¬ 
gated in Part 160 of this chapter, is to be 
shipped under the conditions specified In 
paragraph (d)(1) or (2) of this section 
and for the purpose of pasteurization 
or other treatment as required in such 
standard, and each container of such egg 
product bears a conspicuous tag or label 
reading "Caution—This egg product has 
not been pasteurized or otherwise treated 
to destroy viable Salmonella micro¬ 
organisms". In addition to safe and suit¬ 
able bactericidal processes designed spe¬ 
cifically for Salmonella destruction in egg 
products, the term "other treatment** in 
the first sentence of this paragraph shall 
include use in acidic dressings in the 
processing of w'hich the pH Ls not above 
4.1 and the acidity of the aqueous phase, 
expressed as acetic acid. Is not less than 
1.4 percent, subject also to the conditions 
that: 

(i> The agreement required in para¬ 
graph (d)(2) of tills section shall also 
state that the operator agrees to utilize 
such unpasteurlzed egg products hi the 
processing of acidic dressings according 
to the specifications tor pH and acidity 
set forth In this paragraph, agrees not to 
deliver the acidic dressing to a user un til 
at least 72 hours after such egg product 
is Incorporated in such acidic dressing, 
and agrees to maintain for Inspection 
adequate records covering such process¬ 
ing for 2 years after such processing. 

(ill In addition to the caution state¬ 
ment referred to above, the container 
of such egg product shall also bear the 

statement *‘Unpasteurized-for use 

in acidic dressings only**, the blank being 
filled in with the applicable name of the 
eggs or egg product. 
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<e> Conditions affecting expiration of 
exemptions: il) An exemption of a ship¬ 
ment or other delivery of n food under 
paragraph (d) (1) or (3) of this section 
shall, at the beginning of the act of 
removing such shipment or delivery, or 
any part thereof, from such establish¬ 
ment become void ab Initio if the food 
comprising such shipment, deliver!', or 
part is adulterated or misbranded within 
the meaning of the act when so removed. 

<2) An exemption of a shipment or 
other deliver!' of a food under paragraph 
<d> (2) or (3) of this section shall be¬ 
come void ab Initio with respect to the 
person who introduced such shipment or 
delivery into Interstate commerce upon 
refusal by such person to make available 
for Inspection a copy of the agreement, 
as required by paragraph id) <2* or <3> 
of this section. 

(3) An exemption of a shipment or 
other delivery of a food under paragraph 
<d) 12) or <3) of this section shall expire: 

(1) At the beginning of the act of re¬ 
moving such shipment or delivery, or any 
part thereof, from such establishment If 
the food constituting such shipment, de¬ 
livery, or part is adulterated or mis¬ 
branded within the meaning of the act 
when so removed: or 

(li) Upon refusal by the operator of 
the establishment where such food is to 
be processed, labeled, or repacked, to 
make available for inspection a copy of 
the agreement, as required by such 
paragraph. 

if) The word '*proceed” as used in 
this paragraph shall include the holding 
of cheese in a suitable warehouse at a 
temperature of not less than 35 F for 
the purpose of aging or curing to bring 
the cheese Into compliance with require¬ 
ments of an applicable definition and 
standard of identity. The exemption 
provided for in paragraph id» of this 
section shall apply to cheese which is. In 
accordance with the practice of the trade, 
shipped to a warehouse for aging or cur¬ 
ing, on condition that the cheese is Iden¬ 
tified in the manner set forth In one of 
the applicable following paragraphs, and 
in such case the provisions of paragraph 
(e) of this section shall also apply: 

(1) In the case of varieties of cheese 
for which definitions and standards of 
Identity require a period of aging whether 
or not they arc made from pasteurized 
mUk, each such cheese shall bear on the 
cheese a legible mark showing the date 
at which the preliminary manufacturing 
process has been completed and at which 
date curing commences, and to each 
cheese, on its wrapper or immediate con¬ 
tainer. shall be affixed a removable tag 

bearing the statement "Uncured- 

cheese for completion of curing and 
proper labeling'', the blank being filled 
in with the applicable name of the vari¬ 
ety of cheese. In the case of swtes ch*esc. 
the date at which the preliminary manu¬ 
facturing process had been completed 
and at which date curing commences Is 
the date on which the shaped curd is 
removed from immersion in saturated 
salt solution as provided In the definition 
and standard of identity for swiss cheese, 
and such cheese shall bear a removable 
tog reading. “To be cured and labeled as 


'swiss cheese.* but if eyes do not form, to 
be labeled as 'swiss cheese for manufac¬ 
turing* 

(2) In tiie case of varieties of cheeses 
which when made from unpasteurized 
milk arc required to be aged for not less 
than CO days, each such cheese shall bear 
a legible mark on the choose showing the 
date at which the preliminary manu¬ 
facturing process has been completed 
and at which date curing commences, 
and to each such cheese or its wrapper or 
immediate container shall be affixed a 

removable tag reading, %i - choose 

made from unpastourteed milk. For com¬ 
pletion of curing and proper labeling", 
the blank being filled in with the ap¬ 
plicable name of the variety of cheese. 

(3> In the case of Cheddar cheese, 
washed curd cheese, colby cheese, granu¬ 
lar cheese, and brick cheese made from 
un pasteurized milk, each such cheese 
shall bear a legible mark on the cheese 
showing the date at which the prelimi¬ 
nary manufacturing process has been 
completed and at which date curing com¬ 
mences, and to each such cheese or its 
wrapper or Immediate container shall be 

affixed a removable tag reading M - 

cheese made from unpasteurized milk 
For completion of curing and proper la¬ 
beling. or for labeling as-cheese 

for manufacturing", the blank being 
filled In with the applicable name of the 
variety of cheese. 

(g) The label declaration of a harm¬ 
less marker used to identify a particular 
manufacturer's product may result In 
unfair competition through revealing a 
trade secreL. Exemption from the label 
declaration of such a marker is granted, 
therefore, provided that the following 
conditions are met: 

Cl) The person desiring to use the 
marker without label declaration of its 
presence has submitted to the Commis¬ 
sioner of Food and Drugs full Informa¬ 
tion concerning the proposed usage and 
the reasons why he believes label decla¬ 
ration of the marker should be subject to 
this exemption: and 

(2) The person requesting the exemp¬ 
tion has received from the Commissioner 
of Food and Drugs a finding that the 
marker is harmless and that the exemp¬ 
tion has been granted. 

<h> Wrapped fish fillets of nonunifonn 
weight Intended to be unpacked and 
marked with the correct weight at or 
before the point of retail sale In an 
establishment other than that where 
originally packed shall be exempt from 
the requirement of section 403«e><2> of 
the act during Introduction and move¬ 
ment in Interstate commerce and while 
held for sale prior to weighing and 
marking: 

(1) Provided , That (I) The outside 
container bears a label declaration of the 
total net weight; and 

(ID The Individual packages bear a 
conspicuous statement “To be weighed at 
or before time of sale" and a correct 
statement setting forth the weight of the 
wTapper; 

(2) Provided further, That it Is the 
practice of the retail establishment to 
weigh and mark the individual packages 
with a correct net-weight statement prior 


to or at the point of retail sale. A state¬ 
ment of the weight of the wrapper shall 
be set forth so as to be readily read and 
understood, using such term as "wrapper 
tare—ounce**, the blank being filled in 
with the correct average weight of the 
wrapper used. 

<3> The act of delivering the wrapped 
fish fillets during the retail sale without 
the correct net-weight statement shall 
be deemed an act which results in the 
product's being misbranded while held 
for sale. Nothing in this paragraph shall 
be construed as requiring net-weight 
statements for wrapped fish fillets deliv¬ 
ered Into Institutional trade provided the 
outside container bears the required in¬ 
formation. 

(!) Wrapped clusters (consumer unit* 
of bananas of nonuniform weight in¬ 
tended to be unpacked from a master 
carton or container and weighed at or 
before the point of retail sale in an es¬ 
tablishment other than that where origi 
nall.v packed shall be exempt from the 
requirements of section 403(e) (2) of the 
act during introduction and movement 
in interstate commerce and while held 
for sale prior to weighing: 

(1) Provided. That (i) The master 
carton or container bears a label decla¬ 
ration of the total net weight; and 

(ii) The individual packages bear a 
conspicuous statement “To be weighed 
at or before the time of sale*' and a cor¬ 
rect statement setting forth the weight 
of the wrapper; using such term afr 

"WTapper tare-ounce", the blank 

being filled In with the correct average 
weight of the wrapper used; 

<2> Provided further, That It the 
practice of the retail establishment to 
weigh the individual packages cither 
prior to or at the time of retAll sale. 

(3) The act of delivering the wrapped 
clusters (consumer units) during the re¬ 
tail sale without an accurate net weight 
statement or alternatively without 
weighing at the time of sale shall be 
deemed an act which results in the prod¬ 
uct’s being misbranded while held for 
sale. Nothing in this paragraph shall be 
construed as requiring net-weight state¬ 
ments for clusters (consumer units) de¬ 
livered into institutional trade, provided 
that the master container or carton 
bears the required information. 

§101,103 Petition* requesting exrwp 
tion* from or spoctu requirement* 
for label •li'rbroiion of ingredient*. 

The Commissioner of Food and Drug; 
.either on his own initiative or on behalf 
of any interested person who has sub¬ 
mitted a petition pursuant to Part 2 oS 
this chapter may issue a proposal to 
amend f 101.4 to specify the manner in 
which an ingredient(s) shall be declared 
l.e., by specific or class name, or f 101400 
to exempt an Ingredient (a) from the re¬ 
quirements for label declaration 

§ 101.105 Declaration of net quanfii? 
of ranlmta when exempt. 

(a) The principal display panel of a 
food in package form shall bear a decla¬ 
ration of the net quantity of content* 
Tills shall be expressed in the terms oi 
weight, measure, numerical count, or a 
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combination of numerical count and 
weight or measure. The statement shall 
be in terras of fluid measure If the food 
Ls liquid, or in terms of weight If the 
food ‘is solid, semisolid, or viscous, or a 
mixture of solid and liquid; except that 
such statement may be \n terms of dry 
measure If the food is a fresh fruit, fresh 
vegetable, or other dry commodity that 
is customarily sold by dry measure. If 
there is a firmly established general con¬ 
sumer usage and trade custom of declar¬ 
ing the contents of a liquid by weight, or 
a solid, semisolid, or viscous product by 
fluid measure, it may be used. When¬ 
ever the Commissioner determines that 
an existing practice of declaring net 
quantity of contents by weight, measure, 
numerical count, or a combination in the 
case of a specific packaged food does not 
facilitate value comparisons by consum¬ 
ers and offers opportunity for consumer 
confusion, he will by regulation desig¬ 
nate the appropriate term or terms to 
be used for such commodity. 

«b)(l) Statements of weight shall be 
In terms of avoirdupois pound and ounce. 

< 3 ) Statements of fluid measure shall 
be in terms of the U.S. gallon of 231 
cubic Inches and quart, pint, and fluid 
ounce subdivisions thereof, and shall: 

(1) In the case of frozen food that Ls 
sold and consumed in a frozen state, ex¬ 
press the volume at the frozen tem¬ 
perature. 

ill) In the case of refrigerated food 
that is sold In the refrigerated state, ex¬ 
press the volume at 40" P <4 # C). 

iill) Iri the case of other foods, ex¬ 
press the volume at 68* P (20* C>. 

< 3 ) Statements of dry measure shall 
be In terms of the U.S. bushel of 2,150.42 
cubic inches and peck, dry quart, and 
dry pint subdivisions thereof. 

(c) When the declaration of quantity 
of contents by numerical count does not 
give adequate Information as to the 
quantity of food in the package. It shall 
be combined with such statement of 
weight, measure, or size of the individual 
units of the foods as will provide such 
information. 

•d) The declaration may contain com¬ 
mon or decimal fractions. A common 
fraction shall be In terms of halves, quar¬ 
ters. eighths, sixteentlis. or thirty-sec¬ 
onds; except that if there exists a firmly 
established general consumer usage and 
trade custom 6f employing different com¬ 
mon fractions in the net quantity dec¬ 
laration of a particular commodity, they 
may be employed. A common fraction 
shall be reduced to its lowest terms; a 
decimal fraction shall not be carried 
out to more than two places. A state¬ 
ment that includes small fractions of an 
ounce shall be deemed to permit smaller 
variations than one which does not in¬ 
clude such fractions. 

The declaration shall be located 
on the principal display panel of the 
mel. and with respect to packages 
bearing alternate principal panels it shall 
be duplicated on each principal display 
ixvnel, * 

if) The declaration shall appear as a 
distinct item on the principal display 
Panel, shall be separated (by at least a 


space equal to the height of the lettering 
used in the declaration) from other 
printed label Information appearing 
above or below the declaration and (by at 
least a space equal to twice the width of 
the letter "N" of the style of type used 
in the quantity of contents statement) 
from other printed label information 
appearing to the left or right of the dec¬ 
laration. It shall not include any term 
qualifying a unit of weight, measure, or 
count (such as “Jumbo quart" and "full 
gallon") that tends to exaggerate the 
amount of the food in the container. It 
shall be placed on the principal display 
panel within the bottom 30 percent of 
the area of the label panel in lines gen¬ 
erally parallel to the base on which the 
package rests as it is designed to be dis¬ 
played : Provided, That on packages hav¬ 
ing a principal dLsplay panel of 5 square 
inches or less, the requirement for place¬ 
ment within the bottom 30 percent of the 
area of the label panel shall not apply 
when the declaration of net quantity of 
contents meets the other requirements 
of this part. 

(g> The declaration shall accurately 
reveal the quantity of food in the pack¬ 
age exclusive of wrappers and other ma¬ 
terial packed therewith: Provided , That 
in the case of foods packed in containers 
designed to deliver the food under pres¬ 
sure, the declaration shall state the net 
quantity of the contents that will be ex¬ 
pelled when the instructions for use as 
shown on the container are followed. 
The propellant ls Included in the net 
quantity declaration. 

(h) The declaration shall appear in 
conspicuous and easily legible boldface 
print or type In distinct contrast (by 
typography, layout, color, embossing, or 
molding) to other matter on the pack¬ 
age: except that a declaration of net 
quantity blown, embossed, or molded on 
a glass or plastic surface ls permissible 
when all label Information ls so formed 
on the surface. Requirements of conspic¬ 
uousness and legibility shall Include the 
specifications that; 

(1) The ratio of height to width (of 
the letter) shall not exceed a differential 
of 3 units to 1 unit (no more than 3 times 
as high as it is wide). 

(2) Letter heights pertain to upper 
case or capital letters. When upper and 
lower case or all lower case letters are 
used, it is the lower case letter "o" or its 
equivalent that shall meet the minimum 
standards. 

(3) When fractions are used, each 
component numeral shall meet one-half 
the minimum height standards. 

<1) The declaration shall be hi letters 
and numerals in a type size established 
in relationship to the area of the princi¬ 
pal display panel of the package and 
shall be uniform for all packages of sub¬ 
stantially the same size by complying 
with the following type specifications: 

(1) Not less than one-sixteenth inch 
in height on packages the principal dis¬ 
play panel of which has an area of 5 
square Inches or less. 

(2> Not less than one-eighth inch in 
height on packages the principal display 


panel of which has an area of more than 
5 but not more than 25 square inches. 

(3) Not less than three-sixteenths inch 
in height on packages the principal dis¬ 
play panel of which has an area of more 
than 25 but not more than 100 square 
Inches. 

<4> Not less than one-fourth inch in 
height on packages the principal dis¬ 
play panel of which has an area of more 
than 100 square inches, except not less 
than H2 Inch in height if the area is more 
than 400 square inches. 

Where the declaration is blown, em¬ 
bossed. or molded on a glass or plastic 
surface rather than by printing, typing, 
or coloring, the lettering stecs specified 
in paragraph (h> (I) through (4) of 
this section shall be increased by one- 
sixteenth of an inch. 

(J) On packages containing less than 
4 pounds or 1 gallon and labeled In terms 
of weight or fluid measure: 

(1) The declaration shall be expressed 
both in ounces, with Identification by 
weight or by liquid measure and, if ap¬ 
plicable U pound or 1 pint or more) fol¬ 
lowed in parentheses by a declaration in 
pounds for weight units, with any re¬ 
mainder In terms of ounces or common 
or decimal fractions of the pound (see 
examples set forth in paragraph (m) < 1 > 
and (2> of this section), or in the case 
of liquid measure, in the largest whole 
units (quarts, quarts and pints, or pints, 
as appropriate) with any remainder in 
terms of fluid ounces or common or deci¬ 
mal fractions of the pint or quart (see 
examples in paragraph «ra) (3) and <4» 
of this section). 

(2) If the net quantity of contents dec¬ 
laration appears on a random package, 
that is a package which is one of a lot. 
shipment, or delivery of packages of the 
same consumer commodity with varying 
weights and with no fixed weight pattern, 
it may. when the net weight exceeds i 
pound, be expressed in terms of pounds 
and decimal fractions of the pound car¬ 
ried out to not more than two decimal 
places. When the net weight does not ex¬ 
ceed 1 pound, the declaration on the ran¬ 
dom package may be in decimal fractions 
of the pound in lieu of ounces (see ex¬ 
ample in paragraph (m)(5) of this 
section >. 

(3) The declaration may appear in 
more than one line. The term “net 
weight" shall be used when stating the 
net quantity of contents in terms of 
weight. Use of the terms "net" or "net 
contents" in terms of fluid measure or 
numerical count ls optional. It is suffi¬ 
cient to distinguish avoirdupois ounce 
from fluid ounce through association of 
terms; for example. "Net wt. 6 oz" or 
"6 oz Net wt." and "6 fl oz" or "Net 
contents 6 fl oz". 

(k) On packages containing 4 pounds 
or 1 gallon or more and labeled in terms 
of weight or fluid measure, the declara¬ 
tion shall be expressed in pounds for 
weight units with any remainder in 
terms of ounces or common or decimal 
fraction of the pound, or in the case of 
fluid measure, it shall be expressed in 
the largest whole unit (gallons followed 
by common or decimal fraction of a gal- 
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lon or by the next smaller whole unit or 
units (quarts, or quarts and pints>) with 
any remainder In terms of fluid ounces 
or common or decimal fractions of the 
pint or quart (see paragraph of 

this section). 

(1> lReserved.) 

(m> Examples: 

(1) A declaration of 1 Vat pounds weight 
shall be expressed as “Net Wt. 24 oz (1 
lb 8 oz>," “Net Wt. 24 oz <1*4 !b> f " or 
‘ Net Wt. 24 oz (1.5 lb)“. 

t2> A declaration of three-fourths 
pound avoirdupois weight shall be ex¬ 
pressed as “Net Wt. 12 ox". 

(3) A declaration of 1 quart liquid 
measure shall be expressed as “Net 32 
flozdqt)". 

(4) A declaration of 1*4 quarts liquid 
measure shall be expressed as “Net 
contents 56 fluid ounces <1 quart 1*2 
pints)" or as “Net 56 fluid os (1 qt 1 pt 
8 oz)", but not in terms of quart and 
ounce such as “Net 56 fluid oz (1 quart 
24 ounces >*\ 

(5) On a random package, declaration 
of three-fourths pound avoirdupois may 
be expressed as * Net Wt. .75 lb’\ 

(6) A declaration of 2 Vi gallons liquid 
measure shall be expressed as “Net con¬ 
tents 2*4 gallons.' 4 “Net contents 2.5 gal¬ 
lons." or ‘'Net contents 2 gallons 2 
quarts" and not as “2 gallons 4 pints'*. 

<n) For quantities, the folloaing ab¬ 
breviations and none other may be em¬ 
ployed (periods and plural forms are 
optional): 

weight wt pint pt 

ounce ox quart qt 

pound lb fluid fl 

gallon gal 

<o) Nothing in this section shall pro¬ 
hibit supplemental statements at loca¬ 
tions other than the principal display 
panel (s) describing in nondecepttve 
terms the net quantity of contents: pro¬ 
vided. tliat such supplemental statements 
of net quantity of contents shall not In¬ 
clude any term qualifying a unit of 
weight, measure, or count that tends to 
exaggerate the amount of the food con¬ 
tained In the package; for example. 
“Jumbo quart" and “full gallon". Dual 
or combination declarations of net quan¬ 
tity of contents as provided for in para¬ 
graphs (a>. (c). and (J) of this section 
(for example, a combination of net 
weight plus numerical count, net con¬ 
tents plus dilution directions of a con¬ 
centrate. etc.) are not regarded as sup¬ 
plemental net quantity statements and 
may be located on the principal display 
panel. 

(p) A separate statement of the net 
quantity of contents In terms of the met¬ 
ric system Is not regarded as a supple¬ 
mental statement and an accurate state¬ 
ment of the net quantity of contents In 
terms of the metric system of weight or 
measure may also appear on the prin¬ 
cipal display panel or on other panels. 

(q) The declaration of net quantity of 
contents shall express an accurate state¬ 
ment of the quantity of contents of tlie 
package. Reasonable variations caused 
by loss or gain of moisture during the 
course of good distribution practice or 


by unavoidable deviations in good manu¬ 
facturing practice will be recognized. 
Variations from stated quantity of con¬ 
tents shall not be unreasonably large. 

<r> The declaration of net quantity of 
contents on pickles and pickle products, 
including relishes but excluding one or 
two whole pickles in clear plastic bags 
which may be declared by count, shall 
be expressed in terras of the U.S. gallon 
of 231 cubic inches and quart, pint, and 
fluid ounce subdivisions thereof. 

(s) On a multiunit retail package, a 
statement of live quantity of contents 
shall appear on the outside of tlie pack¬ 
age and shall include the number of In¬ 
dividual units, the quantity of each in¬ 
dividual unit. and. in parentheses, the 
total quantity of contents of the multi¬ 
unit package in terms of avoirdupois or 
fluid ounces, except that such declara¬ 
tion of total quantity need not be fol¬ 
lowed by an additional parenthetical 
declaration in terms of the largest whole 
units and subdivisions thereof, as re¬ 
quired by paragraph (JMt) of this sec¬ 
tion. A multiunit retail package may thus 
be properly labeled: “6-16 oz bottles— 
<96 fl o*>“ or "3-16 oz cans—»net wt. 
48 oz>“. For the purposes of this sec¬ 
tion. “multiunit retail package*' means a 
package containing two or more Individ¬ 
ually packaged units of the identical 
commodity and in the same quantity, in¬ 
tended to be sold as part of the multiunit 
retail package but capable of being in¬ 
dividually sold in full compliance with 
all requirements of the regulations in 
this part. Open multiunit retail packages 
Ui&t do not obscure the number of units 
nor prevent examination of the labeling 
on each of the individual units are not 
subject to Uiis paragraph if the labeling 
of each individual unit complies with 
the requirements of paragraphs (f) and 


“Actual net weight may be as low 

as _ % below labeled quantity") and 

that any subsequent distribution by him 
of said product except for his own insti¬ 
tutional use is unlawful. This statement 
shall be kept on file at the principal place 
of business of the manufacturer or proc¬ 
essor for 2 years subsequent to the date 
of shipment of the product and shall be 
available to the Food and Drug Admin¬ 
istration upon request. 

<2) The product shall be labeled on 
the outside of its shipping container with 
the statement (s): 

«i> When the variation concerns net 
weight and/or drained weight or volume. 
“Product Mislabeled. Actual net weight 
•drained weight or volume where ap¬ 
propriate) may be as low as -below 

labeled quantity. This Product Not for 
Retail Distribution", the blank to be 
filled in with the maximum percentage 
variance between the labeled and actual 
weight or volume of contents of the in¬ 
dividual packages in the shipping con¬ 
tainer. and 

<ti) When the variation is in regard 
to a fill of container standard. “Product 
Mislabeled. Actual fill may be as low as 

% below standard of fill. This Product 
Not for Retail Distribution". 

(3) The statements required by para¬ 
graph (t) (2) U) and <il) of this section, 
which may be consolidated where appro¬ 
priate. shall appear prominently and 
conspicuously as compared to other 
printed matter on the shipping con¬ 
tainer and In boldface print or type 
on a dear, contrasting background in 
order td render them likely to be read 
and understood by the purchaser under 
ordinary conditions of purchase. 

(Sec. 5(a). 80 SUt. 1226 (15 U.S.C. 1454).) 
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section do not apply to tliat butter or 
margarine covered by the exemptions in 
| l lca) (10) and (11). 

it) Where the declaration of net 
quantity of contents is in terms of net 
weight and/or drained weight or volume 
and does not accurately reflect the actual 
quantity of the contents or the product 
falls below the applicable standard 
of fill of container because of equipment 
malfunction or otherwise unintentional 
product variation, and the label con¬ 
forms in all other respects to the require¬ 
ments of this chapter (except the re¬ 
quirement that food falling below the 
applicable standard of fill of container 
shall bear the general statement of sub¬ 
standard fill specified In 9 130.14(b) of 
this chapter). the mislabeled food prod¬ 
uct. Including any food product that falls 
to bear the general statement of sub¬ 
standard fill specified in 1130.14(b) of 
this chapter, may be sold by the manu¬ 
facturer or processor directly to insti¬ 
tutions operated by Federal. 6tate or 
local governments (schools, prisons, hos¬ 
pitals, etc.): Provided . That: 

(1) The purchaser shall sign a state¬ 
ment at the time of sale stating that he 
is aware that the product is mislabeled 
to include acknowledgment of the na¬ 
ture and extent of the mislabeling. 
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Subpart A— General Provisions 
§ 102*5 t.i'nrral prinripIrA* 

»a) The common or usual name of a 
food, which may be a coined term* shall 
accurately Identify or describe, in as 
simple and direct terms as possible, the 
basic nature of the food or Its charac¬ 
terizing properties or ingredients. The 
name shall be uniform among all identi¬ 
cal or similar products and may not be 
confusingly similar to the name of any 
other food that is not reasonably en¬ 
compassed within the same name. Each 
class or subclass of food shall be given 
its own common or usual name that 
states. In clear terms, what it is in a wav 
that distinguishes it from different foods. 

<b> The common or usual name of a 
food shall include the percentage's) of 
any characterizing ingredient *s > or com- 
ponent(s) when the proportion of such 
ingredients) or components) in the 
food has a material bearing on price or 
consumer acceptance or when the label¬ 
ing or the appearance of the food may 
otherwise create an erroneous impression 
that such Ingredient(s) or component's) 
Is present in an amount greater than is 
actually the case. The following require¬ 
ments shall apply unless modified by a 
specific regulation in Subpart B of this 
part. 

<1) The percentage of a character¬ 
izing ingredient or component shall be 
declared on the basis of its quantity in 
the finished product (Le.. weight/weight 
in the case of solids, or volume/ volume 
in the case of liquids). 

t2) The percentage of a character¬ 
izing ingredient or component shall be 
declared by the words "containing <or 

contains)-percent (or % >_* or 

I'--, percent (or %)-" with the first 

blank filled in with the percentage ex¬ 
pressed as a whole number not greater 
than the actual percentage of the in¬ 
gredient or component named and the 
second blank filled in with the common 
or usual name of the ingredient or com¬ 
ponent. The word "containing" (or "con¬ 
tains"). when used, shall nppear on a 
line immediately below the part of the 
common or usual name of the food re¬ 
quired by paragraph (a> of this section. 
For each characterizing ingredient or 

component, the words “_ percent 

<or %>-" shall nppear following or 

directly below the word "containing” <or 
contains), or directly below the part of 
the common or usual name of the food 
required by paragraph (a) of this section 
when the word "containing" (or con¬ 
tains) is not used, in easily legible bold- 
iace print or type in distinct contrast to 
other printed or graphic matter, and In 
a height not less than the larger of the 
following alternatives: 

. lcss than one-sixteenth inch 

in height on packages having a principal 
display panel with an area of 5 square 
or * css an d not less than one- 
eighth inch in height if the area of the 
principal display panel is greater than 
5 square inches: or 

<H. Not less than one-half the height 
, . t . hc largest type appearing In the part 
oi the common or usual name of the food 
required by paragraph (a) of this section. 


<e) The common or usual name of a 
food shall Include a statement of the 
presence or absence of any characteriz¬ 
ing ingredients) or component<s) and/ 
or the need for the user to add any char¬ 
acterizing ingredlent(s) or component(s ) 
when the presence or absence of such 
ingredient(s) or component(s) in the 
food has a material bearing on price or 
consumer acceptance or when the la¬ 
beling or the appearance of the food may 
otherwise create an erroneous impres¬ 
sion that such ingredient(s) or compo¬ 
nent^) is present when it is not. and 
consumers may otherwise be misled 
about the presence or absence of the in¬ 
gredient^) or component(s) in the food. 
The following requirements shall apply 
unless modified by a specific regulation in 
Subpart B of this part. 

< 1) The presence or absence of a char¬ 
acterizing ingredient or component shall 
be declared by the words "containing (or 

contains) -" or "containing 

(or contains) no _" or "no 

- .— M or "does not contain 

- .with the blank being filled 

in with the common or usual name of 
the ingredient or component. 

(2* The need for the user of a food 
to add any characterizing ingredient(s) 
or component(s> shall be declared by an 
appropriate informative statement. 

<3» The statement(s) required under 
paragraph <c> (1) and/or (2) of this 
section shall appear following or di¬ 
rectly below the part of the common or 
usual name of the food required by para¬ 
graphs (ft> and (b> of this section, in 
easily legible boldface print or type in 
distinct contrast to other printed or 
graphic matter, and in a height not less 
than the larger of the alternatives es¬ 
tablished under paragraph (b)(2) (1) 
and (ii> of this section. 

<d) A common or usual name of a 
food may be established by common us¬ 
age or by establishment of a regulation 
In Subpart B of this part. In Part 104 
of this chapter, in a standard of Identity, 
or in other regulations In this chapter. 

$ 102.19 Petition*. 

(a) The Commissioner of Food and 
Drugs, cither on his own initiative or on 
behalf of any interested person who has 
submitted a petition, may publish a pro¬ 
posal to issue, amend, or revoke, under 
this part, a regulation prescribing a 
common or usual name for a food, pur¬ 
suant to Part 2 of this chapter. 

(b) If the principal display panel of 
a food for which a common or usual 
name regulation is established is too 
small to accommodate ail mandatory re¬ 
quirements. the Commissioner may es¬ 
tablish by regulation an acceptable al¬ 
ternative. e.g., a smaller type size. A 
petition requesting such a regulation, 
which would amend the applicable regu¬ 
lation. shall be submitted pursuant to 
Part 2 of this chapter. ■ 


(1) Shall contain at least three com¬ 
ponents. one of which shall be a signif¬ 
icant source of protein and each of 
which shall consist of one or more of the 
following: meat, poultry, fish, cheese, 
eggs, vegetables, fruit, potatoes, rice, or 
other cereal based products »other than 
bread or rolls). 

(2) May also contain other servings of 
food (e.g.. soup, bread or rolls, beverage, 
dessert). 

(b) Tlie common or usual name of the 
food consists of all of the following: 

(1> The phrase "frozen ’heat and 
serve* dinner," except that the name of 
the predominant characterizing ingre¬ 
dient or other appropriately descriptive 
term may immediately precede the word 
"dinner" (e.g.. "frozen chicken dinner" 
or "frozen heat and serve beef dinner**). 
The words "heat and serve" are optional. 
The word "frozen** is also optional, pro¬ 
vided that the words "Keep Frozen" or 
the equivalent are prominently and con¬ 
spicuously placed on the principal dis¬ 
play panel in type size not less than that 
specified in $ 102.5(b) (2) (i). 

(2) The phrase "containing (or con¬ 
tains) -" the blank to be filled in 

with an accurate description of each of 
the three or more dish components listed 
in paragraph (a)(1) of this section in 
their order of descending predominance 
by weight (e.g., ham. mashed potatoes, 
and peas), followed by any of the other 
servings specified in paragraph (a) (2) 
of this section contained in the package 
<e.g.. onion soup, enriched white bread, 
and artificially flavored vanilla pudding * 
In their order of descending predomi¬ 
nance by weight. This part of the name 
shall by placed immediately following or 
directly below the part specified In para¬ 
graph (b)(1) of this section in the man¬ 
ner set forth in f 102.5(c) (3). The words 
"contains'* or "containing** are optional. 

(3) If the labeling implies that the 
package contains other foods and these 
foods are not present in the package. 
e.g., if a vignette on the package depicts 
a "serving suggestion" which includes 
any foods not present in the package, 
the principal display panel shall bear a 
statement that such foods are not pres¬ 
ent. in type size not less than that speci¬ 
fied in f 102.5(b) (2) (i). 

§ 102.28 Food* purknucd fur u*r in the 

prrfuirnlion uf "main dUlirt** or 

"dinner*.** 


Subpart B—Requirements for Specific 
Nonstandardized Foods 


§ 102.26 Frozen 
dinners. 


"Iicul and 


(a) A frozen "heat and serve** dinner: 


(a) The common or usual name of a 
packaged food which Is represented on 
the principal display panel by word or 
vignette to be used in the preparation of 
a "main dish*’, "dinner", or other such 
food serving, and to which some other 
important characterizing ingredients • 
or component's) not present in the pack¬ 
age must be added, consists of all tlie 
following: 

(1» The common or usual name of 
each important ingredient or component 
in the package, in descending order of 
predominance by weight (eg., "noodle; 
and tomato sauce"). 

(2) An appropriate informative state¬ 
ment identifying the food to be prepared 
by use of the package contents (e g., "for 
preparation of chicken casserole" >. 
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(3) An appropriate Informative state¬ 
ment that additional characterizing in¬ 
gredient (a) or component's) must be 
added and which names the additional 
characterizing ingredient's) or compo¬ 
nent's) (eg., “you must add-to 

complete the recipe,” the blank to be 
filled in with the name's) of the import¬ 
ant characterizing Ingredient's) or com¬ 
ponent's) that must be added). 

(b) The labeling required by para¬ 
graph (a) of this section shall appear on 
the principal display panel. 

(1) No word in the statement required 
by paragraph (a) <2) of this section may 
appear on the principal display panel 
more conspicuously or in larger ty pe than 
the smallest and least conspicuous type 
employed on the panel for any word, 
phrase or statement w r !thin the scope of 
paragraph <a)<l) of this section. 

(2) Every word in the statement re¬ 
quired by paragraph (a)(3) of this sec¬ 
tion shall appear on the principal display 
panel In easily legible bold face print or 
type In distinct contrast to other printed 
or graphic matter, and In a height not 
las than the larger of the following 
alternatives: 

(1) Not less than one-sixteenth Inch in 
height on packages having a principal 
display panel with an area of 5 square 
inches or less and not less than one- 
eighth inch in height if the area of the 
principal display panel Is greater than 
5 square inches; or 

(ID Not lees than one-half the height 
of the largest type appearing in the part 
of the common or usual name of the 
food required by paragraph <a)(l) and 

(3) of this section. 

(c) Any vignette which shows any food 
or characterizing ingredient(s) or com¬ 
ponent's) not included In the package 
shall be accompanied either by the state¬ 
ment required by paragraph (a)(3) of 
this section or by a separate statement 
specifying the food or characterizing in¬ 
gredient's) or component( b) shown in 
the vignette but not included In the 
package. 

(d) If the statement specified In para¬ 
graph <a> (2) of this section Is used on 
any panel In addition to the principal 
display panel as a product identification 
statement, the complete common or usual 
name shall appear on such panel in the 
manner specified in paragraph (b) of 
this section. 

(e) When a brand name or other 
prominent product designation contains 
a word or words that includes or suggests 
an important characterizing Ingredi¬ 
ent's) or component's) that must be 
added, or otherwise states or implies that 
the package contains a complete main 
dish, dinner, or other food serving, the 
part of the common or usual name of the 
food required by paragraph (a)(3) of 
this section shall appear in direct con¬ 
junction with such brand name or other 
designation and in type size not less than 
one-half the height of the largest type 
appearing in such brand name or other 
designation. 


§ 102.30 Nonr*rbo«*lrd beverage prod¬ 
uct* containing no fruit or vegetable 

juice. 

The common or usual name of noncar- 
bona ted beverage products (Including a 
concentrated, dehydrated, pow’dered, or 
other counterpart) containing no fruit 
or vegetable juice shall include the fol¬ 
lowing: 

(a) A descriptive name for the product 
meeting the requirements or 8102.5(a); 
and 

(b) When the labeling or the color 
and flavor of the beverage represents, 
suggests, or implies that any fruit or veg¬ 
etable Juice may be present (e.g.. the 
product label bears the name or a varia¬ 
tion of the name or any pictorial repre¬ 
sentation of any fruit or vegetable, or 
the product contains color and flavor 
which give the beverage the appearance 
and taste of containing a fruit or vege¬ 
table Juice) the statement “Containing 

(or contains) no —-Juice 

or “no.- Juice”, or “does not 

contain ..Juice”, the blank 

to be filled In with the name of the 
frult(B) or vegetable's) represented, sug- 
gated. or Implied, in the manner set 
forth In 8 102.5(c). If a nonspecific fruit 
or vegetable Juice content Is represented, 
suggested, or tmplied, the blank shall be 
filled in with the word “fruit” or “vege¬ 
table” as applicable. 

g 102.32 Diluted orange juice beverage*. 

(a) The common or usual name of a 
noncar bonated beverage containing less 
than 100 percent and more than 0 per¬ 
cent orange Juice shall be as follows: 

(1) A descriptive name for the product 
meeting the requirements of 8 102.5(a) 
(e.g.. diluted orange Juice beverage or 
another descriptive phrase) and 

(2) A statement of the percent of 
orange Juice contained in the product in 
the manner set forth In 8 102.5(b)(2). 
The percent of orange Juice shall be de¬ 
clared in 5-percent Increments, expressed 
as a multiple of five not greater than the 
actual percentage of orange Juice in the 
product, except that the percent of 
orange Juice in products containing more 
than 0 percent but less than 5-percent 
orange Juice shall be declared in the 
statement as “less than 5“ percent, 

(b) The percent of orange Juice in the 
product shall be determined on the basis 
of the orange juice having an equivalent 
single strength of 11.8 percent orange 
juice soluble solids. 

§ 102.37 Mixture* of edible fal or oil 
and olive otL 

The common or usual name of a mix¬ 
ture of edible fats and oils containing 
less than 100 percent and more than 0 
percent olive oil shall be as follows: 

(a) A descriptive name for the product 
meeting the requirements of 2102.5(a), 
C4C.. “cottonseed oil and olive oil” or 
another descriptive phrase, and 

(b> When the label bears any repre¬ 
sentation. other than In the Ingredient 
listing, of the presence of olive oil In the 


mixture, the descriptive name shall be 
followed by a statement of the percent¬ 
age of olive oU contained In the prod¬ 
uct In the manner set forth In 8 102.5'b» 
( 2 ). 

g 102.39 Onion ring* nnade from dirrd 
onion. 

<a) The common or usual name of the 
food product that resembles and is of the 
same composition as onion rings, except 
that it is composed of comminuted 
onions, shall be as follows: 

(1) When the product is composed of 
dehydrated onions, the name shall be 
“onion rings made from dried diced 
onions.” 

(2) When the product is composed of 
any form of onion other than dehy¬ 
drated. the name shall be “onion ring/, 
made from diced onions.” 

(b) The words “made from dried diced 
onions” or “made from diced onion:? 
shall immediately follow or appear on a 
line(s) immediately below the words 
“onion rings” In easily legible boldface 
print or type in distinct contrast to other 
printed or graphic matter, and In a 
height not less than the larger of the 
following alternatives: 

(1) Not less than one-sixteenth Inch 
in height on packages having a prin¬ 
cipal display panel with an area of 5 
square inches or less and not less than 
one-eighth Inch In height if the area of 
tlie principal display panel is greater 
than 5 square Inches; or 

(2) Not less than one-half the height 
of the largest type used in the words 
“onion rings.” 

§ 102.il Potato chip* made from dried 
potatoes. 

(a) The common or usual name of the 
food product that resembles and is of 
the same composition as potato chips, 
except that it Is composed of dehydrated 
potatoes (buds, flakes, granules, or other 
form). shall be “potato chips made from 
dried potatoes.” 

(b) The words “made from dried 
potatoes' 4 shall immediately follow or 
appear on a line(s) immediately below 
the w'ords “potato chips” in easily legible 
boldface print or type in distinct con¬ 
trast to other printed or graphic matter, 
and In a height not less than the larger 
of the following alternatives: 

(1) Not less than one-sixteenth inch 
In height on packages having a principal 
display panel with an area of 5 square 
inches or less and not less than one* 
eighth inch In height IX the area of the 
principal display panel Is greater than 5 
square Inches; or 

(2) Not less than one-half the height 
of the largest type used in the words 
“potato chips.” 

§ 102.13 Fi*h Mick* or portion** made 
from minced 

(a) The common or usual name of the 
food product that resembles and is or 
the same composition as fish sticks or 
fish portions, except that It Is composed 
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of comminuted fish flesh, shall be “fish 

___ made from minced fish.” 

the blank to be filled In with the word 
sticks" or “portions” as the case may be. 

• b> The words “made from minced 

fish” shall immediately follow or appear 
on a line is t Immediately below the words 
“fish- “ in easily legible bold¬ 

face print or type in distinct contrast to 
other printed or graphic matter, and in 
a height not less than the larger of the 
following alternatives: 

(1) Not less than one-slxtccnth inch 
in height on packages having a principal 
display panel with an area of 5 square 
inches or less and not less than onc- 
eighth inch in height if the area of the 
principal display panel Is greater than 
5 square inches: or 

<2) Not less than one-half the height 
of the largest type used In the words 

"fish_- 

§ 102.47 fiouito. 

* Bonlto” or “bonito fish” is the com¬ 
mon or usual name of the food fish 
Sardl chilcrisis and Sardi vclox. 

§ 102.49 Frird H«m* nindr from minrrd 
rlanu. 

(a) The common or usual name of the 
food product that resembles and is of the 
same composition as fried clams, except 
that it is composed of comminuted 
clams, shall be “fried clams made from 
minced clams.” 

<b> The words “made from minced 
clams” shall immediately follow or ap¬ 
pear on a linets) immediately below the 
words “fried clams” and in easily legible 
boldface print or type in distinct con¬ 
trast to other printed or graphic matter, 
and in a height not less than the larger 
of the following alternatives: 

(1) Not less than one-sixteenth inch 
in height on packages having a principal 
display panel with an area of 5 square 
Indies or less and not less than one- 
eighth Inch In height If the area of the 
principal display panel is greater than 
5 square inches; or 

(2) Not less than one-half the height 
of the largest type used In the words 

fried clams.” 

§ 102.50 On bin rut. 

The common or usual name of crab- 
meat derived from each of the follow¬ 
ing designated species of crabs shall be 
as follows: 

Scientific name Common or uiuol 

oj crab name of crabmeat 

raralithodes camtschat - King ermbmeat. 
*ca and Paralithodcs 

platypus. 

ParaJUhodes brrrtpcj... King crabmeat 
or HatuuaiU 

_ crabmeat. 

tri macros isenbeckH — Korean variety 
crabmeat or 
KegarU crab- 

meat 

Chtonoecetes oplio. Chi - Snow crabmeat. 
onoccetes tanneri, Chi- 
onoecetes batrdil. and 
Chionoccetes angv- 
latus. 

5 102.51 Seafood rorklafla. 

common or usual name of a sea- 
food cocktail In package form fabricated 


with one or more seafood ingredients 
shall be: 

(a) When the cocktail contains only 
one seafood ingredient, the name of the 
seafood ingredient followed by the word 
“cocktail” (©4b. shrimp cocktail, crab¬ 
meat cocktail) and a statement of the 
percentage by weight of that seafood in¬ 
gredient in the product in the manner 
set forth in B102.5(b). 

<b> When the cocktail contains more 
than one seafood ingredient, the term 
“seafood cocktail” and a statement of 
the percentage by weight of each sea¬ 
food ingredient in the product in the 
manner set forth in B 102.5ib>. 

Ncttt: Section 102.54 (formerly f 102 5) 
vu •Kvyed In It s entirety at 40 FR 26267, 
June 23, 1075. 

§ 102.55 Non'tundiirdi/rtl breaded com* 
|>u*itr idirimp units. 

(a) The common on usual name of the 
food product that conforms to the defi¬ 
nition and standard of Identity described 
by B 181.175(c) (6) of this chapter, ex¬ 
cept that the food is made from com¬ 
minuted shrimp and is not in raw frozen 

form, shall be “___mode from 

minced shrimp.” the blank to be filled 
in with the words “breaded shrimp 
sticks” or “breaded shrimp cutlets” de¬ 
pending upon the shape of the product, 
or if prepared in a shape other than that 
of sticks or cutlets “breaded shrimp 

-..made from minced shrimp.” 

the blank to be filled by a word or phrase 
that accurately describes the shape and 
that is not misleading. 

(b) The words “made from minced 
shrimp” shall immediately follow or ap¬ 
pear on a llne(s) Immediately below the 
other words required by this section in 
easily legible boldface print or type in 
distinct contrast to other printed or 
graphic matter, and in a height not less 
than the larger of the following alter¬ 
natives: 

(1) Not less than onc-sixteenth Inch 
in height on packages having a principal 
display panel with an area of 5 square 
inches or less and no less than one-eighth 
inch in height if the area of the prin¬ 
cipal display panel is greater than 5 
square inches: or 

(2> Not less than one-half the height 
of the largest type used In the words 
“breaded shrimp sticks” or the other 
comparable words required by this 
section. 

§ 102.57 r.rrcnLmd turbol (Hoinhard- 
liu* h ippo/fl o * told cm ). 

“Greenland turbot” is the common or 
usual name of the food fish Rcinhardtius 
hippaglossoidrs. a species of Plcuronec- 
tidae right-eye flounders. The term 
“halibut” may be associated only with 
Atlantic halibut (Ifippoglcxssus hippo - 
olossus) or Pacific halibut (Hippoglossus 
stenolepis ). 


PART 103—QUALITY STANDARDS FOR 
FOODS WITH NO IDENTITY STANDARDS 

Subpart A—General Provision* 

Sec. 

1033 Definitions. 

103.5 General principles. 


Subpart 3—Standards of Quality 

8ec 

103.23 Frozen ready-to-eat banana, coco¬ 
nut, chocolate, or lemon cream- 
type pies. 

103 29 Food grade gelatin. 

103-35 Bottled water. 

AuTMoarrr: Secs 401. 403. 701, 52 5tat. 
1045-1043 aa amended. 1055-1056 as amended 
by 70 Stat. 919 and 72 8tat. 945 (21 tJfi.C. 
341, 343, 371) unleea otherwtse noted. 

Subpart A—General Provisions 
§ 103.3 Definitions. 

(a) A “lot” is: 

(1) For purposes of determining qual¬ 
ity factors related to manufacture, proc¬ 
essing, or packing, a collection of pri¬ 
mary containers or units of the same 
size, type, and style produced under con¬ 
ditions as nearly uniform as possible and 
usually designated by a common con¬ 
tainer code or marking, or in the absence 
of any common container code or mark¬ 
ing. a day's production. 

(2) For purposes of determining qual¬ 
ity factors related to distribution and 
storage, a collection of primary contain¬ 
ers or units transported, stored, or held 
under conditions as nearly uniform as 
possible. 

(b> A “sample" consists of 10 subsam¬ 
ples (consumer units), taken one from 
each of 10 different randomly chosen 
shipping cases to be representative of a 
given lot, unless otherwise specified in a 
specific quality standard in this part. 

(c) An “analytical unit" is the por¬ 
tion (s> of food taken from a subsample 
of a sample for the purpose of analysis. 

§ 103.5 Lrnrral principle*. 

(ai The quality of a food depends upon 
numerous characteristics including but 
not limited to the levels of microorga¬ 
nisms and such physical factors as tur¬ 
bidity. color, flavor, and odor. Such char¬ 
acteristics are indicative of the quality 
of the raw materials and ingredients, the 
degree of quality control used in manu¬ 
facture, processing, and packing, and the 
conditions of distribution and storage. 
The diversity of raw materials, food 
processing, and distribution practices, as 
well as the variation in quality factors 
Important to consumers, requires that 
individual standards of quality be estab¬ 
lished for different types of food. 

<bMl> The label of a food that falls 
to meet the requirements of an applica¬ 
ble standard of quality promulgated 
pursuant to this part shall bear the gen¬ 
eral statement of substandard quality 
specified in 3 130.14'a> of this chapter 
in the manner and form therein speci¬ 
fied: but in lieu of such general state¬ 
ment of substandard quality, the label 
may bear the alternative statement. 

“Below Standard in Quality—_”, 

the blank to be filled In with whichever 
of the following arc appUcable: 

(D “Contains Excessive Bacteria". 

< il » "Excessively Turbid”. 

(ill) “Abnormal Color”, 
riv) The phrase specified in the appli¬ 
cable standard of quality to describe any 
other quality deviation. 

(2) The statement of substandard 
quality shall appear on the principal dis¬ 
play panel or panels and shall immedt- 
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ately and conspicuously precede or fol¬ 
low. without intervening written, printed 
or graphic matter, the name of the food. 

(c) Product descriptions Included in 
a standard of quality promulgated pur¬ 
suant to this part are intended only to 
designate the class of foods to which the 
standards apply, and are not standards 
of identity for the products involved. 
Should a standard of identity later be 
established for any of these foods, the 
standard of quality will be recodified to 
appear in the same part of the regu¬ 
lations. 

<d> The food characteristics included 
in a standard of quality published in 
this part relate only to the quality of 
the food and not to compliance with 
any of the adulteration provision of sec¬ 
tion 402 of the act. Compliance with a 
standard of quality promulgated pur¬ 
suant to this part does not excuse fail¬ 
ure to observe cither the requirement of 
section 402(a)(4) of the act that food 
may not be prepared, packed, or held 
under insanitary conditions, Or the pro¬ 
visions of Part 110 of this chapter re¬ 
quiring that food manufacturers must 
observe current food manufacturing 
practices. For example, evidence ob¬ 
tained through factory inspection indi¬ 
cating such a violation renders the food 
unlawful, even though the food contains 
leveLs of microorganisms lower than 
those prescribed by an applicable 
standard. 

(e) The Commissioner of Food and 
Drugs, either on his own initiative or on 
behalf of any interested person who has 
submitted a petition, may establish 
amend, or repeal, under Subpart B of 
this part, a regulation prescribing a 
standard of quality for a food pursuant 
to Part 2 of this chapter. 

Subpart B—Standards of Quality 

§ 103.23 Frozen ready-lo-cal banana, 
ronmul, chocolate, or lemon CMMUS* 
type 

< a) For the purposes of this section a 
frozen ready-to-eat banana, coconut, 
chocolate, or lemon cream-type pie Is a 
frozen ready-to-eat pie that is labeled as 
and/or has the physical and composi¬ 
tional characteristics of a cream-type 
pic. Including but not limited to seml- 
solid filling and/or topping, and contains 
flavoring and/or fruit Ingredients cor¬ 
responding to the banana, coconut, choc¬ 
olate. or lemon flavor representation 
made for such pie. It is made with or 
without a crust. 

<b) A sample of a frozen ready-to-eat 
banana, coconut, chocolate, or lemon 
cream-type pie. as delink In 4 103.3(b) 
when examined by the methods de¬ 
scribed In sections 41.015 and 41.010 of 
the "Official Methods of Analysis of the 
Association of Official Analytical Chem¬ 
ists” 11th Ed. (1970) # * shall meet stand¬ 
ards of microbiological quality as follows: 

(1) Aerobic plate count (geometric 
mean) ^ 50,000 per gram. 

• Copies may be obtained from. Aittoelatlon 
of Official Analytical Chemkrts. P.O. Box 640. 

Benjamin Franklin Station. Washington. D C 
90044. 


(2) Coliform count (geometric mean) 

- 50 per gram. MPN. 

(c) If the microbiological quality of 
the cream-type pics described in para¬ 
graph (a) of this section falls below the 
standard prescribed by paragraph (b) of 
this section, the label shall bear the 
statement of substandard quality speci¬ 
fied in 4 103.5(b) (1X1). 

§ 103.29 Food grad* gelatin. 

(a) For the purposes of this section 
food grade gelatin is the high quality 
edible ground product that is labeled as 
and/or has the physical and composi¬ 
tional characteristics of gelatin. It is 
extracted from animal bones and tissues 
in accordance with current good manu¬ 
facturing practices. In hot solution it 
does not have a foreign odor, is clear and 
of light color. 

(b> A sample of food grade gelatin, as 
defined in 4 103.3(b). when examined in 
accordance with the methods described 
In sections 41.015 and 41.016 of the "Offi¬ 
cial Methods of Analysis of the Associa¬ 
tion of Official Analytical Chemists,” 
11th Ed. (1970) .* shall meet standards of 
microbiological quality as follows: 

(1) Aerobic plate count (geometric 
mean) ^3,000 per gram. 

(2) Coliform count (geometric mean) 
^10 per gram. MPN. In the preparation 
for examination of an analytical unit, as 
defined in 4 103.3(c). 10 grams are 
weighed out aseptically into a 90 milli¬ 
liter sterile water blank containing glass 
beads held at 45 - C. with intermittent 
shaking for not more than 15 minutes. 

(c) If the microbiological quality of 
gelatin falls below the standard as pre¬ 
scribed by paragraph (b) of this sec¬ 
tion. the label shall bear the statement 
of substandard quality specified in 4 103.5 
(b)(1) (1). 

§ 103.35 Bottled water. 

(a) Definition . "Bottled water" is de¬ 
fined as water that Is sealed In bottles 
or other containers and Intended for 
human consumption. Bottled water does 
not include mineral water or any food 
defined in 4 165.175 of this chapter. 

(b) Microbiological quality. Bottled 
water shall, when a sample consisting of 
analytical units of equal volume is ex¬ 
amined by the methods described in Part 
400 of "Standard Methods for the Ex¬ 
amination of Water and Wastewater,” 
13th Ed.. 1971, American Public Health 
Association, 4 meet standards of micro¬ 
biological quality as follows: 

(1) Multiple-tube fermentation meth¬ 
od. Not more than one of the analyt¬ 
ical units in the sample shall have a 
most probable number (MPN) of 2.2 or 
more coliform organisms per 100 milli¬ 
liters and no analytical unit shall have a 
MPN of 9.2 or more coliform organisms 
per 100 milliliters, or: 

(2) Membrane filter method. Not more 
than one of the analytical units In the 
sample shall have 4.0 or more coliform 


* "'Standard Method* for the Examination 
of Water and Wastewater/' 13th Ed 1071, can 
be obtained from the American Public 
Health Association, 1016 16th Street NW. 
Washington, DC 20036. 


organisms per 100 milliliters and the 
arithmetic mean of the coliform density 
of the sample shall not exceed one coll 
form organism per 100 milliliters 

(c) Physical quality. Bottled water 
shall, when a composite of analytical 
units of equal volume from a sample is 
examined by the method described in 
Part 100 of the 13th Ed., 1971, of "Stand¬ 
ard Methods for the Examination of Wa¬ 
ter and Wastewater.” American Publk 
Health Association.* meet standards of 
physical quality as follows: 

(1) The turbidity shall not exceed 5 
units. 

(2) The color shall not exceed 15 units 

(3) The odor shall not exceed thresh 


old odor No. 3. 

(d)(1) Chemicat quality. Bottled watei 
shall, when a composite of analytics! 
milts of equal volume from a sample is 
examined by the methods described in 
Part 100 of the 13th Ed.. 1971. of "Stand¬ 
ard Methods of Examination of Water 
and Wastewater” American Publk 
Health Association*, meet standards of 
chemical quality and shall not contain 
chemical substances in excess of the fol¬ 
lowing concentrations: 

Concentration 


8u balance: 

Arsenic ....—- 

Barium —-- 

Cadmium -——- 

Chloride- 

Chromium (Hoxavalent) 

Copper --- 

Cyanide -—.-—■ 

Iron---— 

I*«4 

Manganese 

Nitrate - 

Phenols-—- 

Selenium_—- 

Silver- 

Sulfate 
Total DUwoIVad Solids- 


in miUiQran. 
per liter 

_ 0.06 

_ 1.0 

_0.01 

_ 250 0 

_ 0.06 

_ 10 

_ 02 

0.3 
006 
000 
46.0 
0.001 
001 
0.05 
960.0 
600.0 
60 


(2) (1) Bottled water packaged in the 
United States to which no fluoride i» 
added shall not contain fluoride in ex¬ 
cess of the levels in Table 1 and these 
levels shall be based on the annual aver¬ 
age of maximum daily air temperatm i v 
at the location where the bottled water 
is sold at retail. 


Tam.* 1 


Annual average of 
maximum dally 
atr temperatures: 

60.0-63.7 —. 

63 8-58 3 -- 

58.4—63.8_:- 

638-70.6- 

70.7-702- 

702-008- 


Fluotui' 
concentrate 
in miUtgra' 
per liter 

m __24 

_ 22 

Z1 _ 30 

_12 

.. )0 

_14 


<U> Imported bottled water to whle* 
no fluoride is added shall not contain 
fluoride in excess of 1.4 milligram* per 
liter. ^ 

(Ill) Bottled water packaged in 
United States to Which fluoride Is odaea 
shall not contain fluoride in excess o* 
levels In Tabic 2 and these levels shall 
be based on the annual average of maxi¬ 
mum daily air temperatures at the loca¬ 
tion where the bottled water to ** 


retail. 
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Tabus 1 

Fluoride 

An tat bI Average of cofirenfraf ton 

maximum daily in milligrams 

air trmp*rmturtw: per liter 

50 0-53.7.... 17 

53 8 580...„ 15 

58 4 038 ._.. _ _ 1 3 

63J8 70 6 ..... 18 

70.7 70 2 ___ 1.0 

70 3-00.5....„ 08 

0v> Imported bottled water to which 
fluoride is added shall not contain fluo¬ 
ride In excess of 0.8 milligram per liter. 

ie> Radiological (jualitv. Bottled water 
shall, when a composite of analytical 
units of equal volume from a sample is 
examined by the methods described in 
Part 300 of the 13th Ed.. 1871. of "Stand¬ 
ard Methods for the Examination of 
Water and Wastewater" American Pub¬ 
lic Health Association/ meet standards 
of radiological quality as follows: 

• H The bottled water shall not con¬ 
tain radioactivity in excess of the follow¬ 
ing concentrations: 

Cofwmimfion 
in mUrrocurir* 


Subsumct: per liter 

Radium-22tf ____ 3 

sirontium-M)____10 


12) When it is known that the stron- 
tium-90 and alpha emitters are absent, 
the composite shall not contain a gross 
beta concentration in excess of 1.000 
micromicrocuries per liter. 

<f> Label statements. Bottled water, 
the quality of which is below that pre¬ 
scribed by this section, shall be labeled 
with a statement of substandard quality 
as follows: 

(1) When the microbiological quality 
of bottled water Is below that prescribed 
by paragraph (b> of this section, the 
label shall bear the statement of sub¬ 
standard quality specified In $ 103.5(b). 

• 2> When the physical, chemical, 
and or radiological quality of bottled 
water Is below that prescribed by para¬ 
graphs <c) through (e) respectively of 
this .section, the label shall bear the 
statement of substandard quality speci¬ 
fied in 1 103.5(b) except that, as appro¬ 
priate. instead of or in addition to the 
words "Contains Excessive Bacteria" the 
following statement**) shall be used. 

<l) "Excessively Turbid". "Abnormal 
Color", and/or "Abnormal Odor" if the 
bottled water falls to meet the require¬ 
ments of paragraph (c) (1). (2>. and or 
*3/. respectively, of this section. 

rill "Contains Execessive Chemical 
Substances", ir the bottled water falls to 
meet any of the requirements of para¬ 
graph (d) of this section. The specific 
chemical (») may be declared in lieu of 
the words "Chemical Substances" in the 
statement "Contains Excessive Chemical 
Suhstances". When a specific chemical 
k declared, that name by which the 
chemical(s) is designated in paragraph 
»d> of this section shall be used. Ex¬ 
ample. ‘ Contains Excessive Copper". 

riil) "Excessively Radioactive" if the 
bottled water falls to meet the require- 
ments of pa ragraph (e) of this section. 

• "Standard Methods for the Examination 
or Water and Waatewater.** 13th Ed. 1871, can 
„ obtained from the American Public 
»*aHh Association, 1015 18th Street NW., 
^AAhington. DC 20036. 
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<g> Adulteration . Bottled water con¬ 
taining a substance at a level considered 
injurious to health under section 402 
< a m 1) of the act is deemed to be adulter¬ 
ated. regardless of whether or not the 
bottled water bears a label statement of 
substandard quality prescribed by para¬ 
graph ri> of this section. 


PART 104—NUTRITIONAL QUALITY 
GUIDELINES FOR FOODS 

Subpart A—General Provisions 

S«C. 

104.5 General principles 
104.10 Petition* 

Subpart B—[Reserved] 

Sutpai: C—Specific Nutritional Quality 
Guideline* 

104.47 Fruren "heat and *ervc" dinner 

Airriioamr: Sec*. 201. 403. 701(a). 52 Scat. 
1040-1042 a* amended. 1047-1048 m amended. 
1055 (21 U.S C. 321.343. 371 (a) ) unless other¬ 
wise noted 

Subpart A—General Provisions 

§ I04.S (General principle*. 

< a» A nutritional quality guideline pre- 
scribes the minimum level or range of 
nutrient composition (nutritional qual¬ 
ity) appropriate for a given class of food. 

(b> Labeling for a product which com¬ 
plies with all of the requirements of the 
nutritional quality guideline established 
for its class of food may state "This 
product provides nutrients in amounts 
appropriate for this clnss of food as 
determined by the U.S. Government." 
except that the words "thU product" are 
optional. This statement, if used, shall be 
printed on the principal display panel, 
and may also be printed on the informa¬ 
tion panel, in letters not larger than 
twice the size of the minimum type re¬ 
quired for the declaration of net quan¬ 
tity of contents by $ 101.105 of this chap¬ 
ter. Labeling of noncomplying products 
may not include any such statement or 
otherwise represent, suggest, or imply the 
product as being, in whole or In part, in 
compliance with a guideline. 

(c> A product bearing the statement 
presided for in paragraph <b> of this 
section, in addition to meeting the re¬ 
quirements of the applicable nutritional 
quality guideline, shall comply with the 
following requirements: 

< 1 > The label of the product shall bear 
the common or usual name of the food 
in accordance with the provisions of the 
guideline and f$ 101.3 and 102.5(a) of 
this chapter. 

(2) The label of the product shall bear 
nutrition labeling in accordance with 
SS10L2 and 101.8 of this chapter and all 
oilier labeling required by applicable sec¬ 
tions of Part 101 of this chapter. 

<d> No claim or statement may be 
made on the label or in labeling rep¬ 
resenting. suggesting, or implying any 
nutritional or other differences between 
a product to which nutrient addition has 
or has not been made in order to meet 
the guideline, except that a nutrient ad¬ 
dition shall be declared in the ingredi¬ 
ent statement 

<e) Compliance with a nutrient level 
specified In a nutritional quality guide¬ 
line shall be determined by the prooe- 
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dures and requirements established in 
f 101.9(e) of thin chapter. 

(f) A product within a class of food 
for which a nutritional quality guide¬ 
line has been established and to which 
has been added a discrete nutrient either 
for which no minimum nutrient level 
or nutrient range or other allowance has 
been established os appropriate in the 
nutritional quality guideline, or at a level 
that exceeds any maximum established 
as appropriate in the guideline, shall be 
Ineligible to bear the guideline statement 
provided for in paragraph <b) of this 
section, and such a product shall also be 
deemed to be misbranded under the act 
unless the label and all labeling bear the 
following prominent and conspicuous 

statement: "The addition of-to (or 

"The addition of-at the level con¬ 

tained in> tlvte product has been deter¬ 
mined by the U.S. Government to be un¬ 
necessary and inappropriate and docs 
not increase the dietary value of the 
food." tlie blank to be filled in with the 
common or usual name of the nutri¬ 
ent's) involved. 

§ 101. HI Petition*. 

Tlie Commissioner of Pood and Drugs, 
on his own initiative, on the advice of the 
National Academy of Sciences or other 
experts, or on behalf of any interested 
person who has submitted a petition, 
may issue a proposal to issue, amend, or 
revoke a regulation prescribing a nutri¬ 
tional quality guideline for a class of 
foods, pursuant to Part 2 of this chapter. 

Subpart B—[Reserved] 

Subpart C—Specific Nutritional Quality 
Guidelines 

§ I0LS7 Frown "Im-ai .md »crtr*' din- 
nrr, 

(a> A product, for which a common or 
u^ual name is established In f 102.26 of 
tilts chapter, in order to be eligible to 
bear the guideline statement set forth 
at 1104.5(b), shall contain at least the 
following three components: 

(1) One or more sources of protein 
derived from meat, poultry, fish, cheese, 
or eggs 

<2> One or more vegetables or vege¬ 
table mixtures other than potatoes, rice, 
or cereal-based product. 

<3> Potatoes, rice, or cereal-based 
product (other than bread or rolls) or 
another vegetable or vegetable mixture. 

<b> The three or more components 
named In paragraph (a) of this section, 
including their sauces, gravies, bread¬ 
ing. etc.: 

(1) Shall contribute not less than the 
minimum levels of nutrients prescribed 
in paragraph (d> of this section. 

(2) Shall be selected so that one or 
more of the listed protein sources of 
paragraph (a)(1) of this section, ex¬ 
cluding their sauces, gravies, breading, 
etc., shall provide not less than 70 per¬ 
cent of the total protein supplied by the 
components named in paragraph «a> of 
this section. 

<c) If it is necessary to add any nu¬ 
trient (s) in order to meet the minimum 
nutrient levels prescribed In paragraph 
<d> of this section, the addition of each 
such nutrient may not result in a total 
nutrient level exceeding 150 percent 

5, 1877 
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of the minimum level prescribed. Nu¬ 
trients used for such addition shall be 
biologically available in the final product. 

<d> Minimum levels of nutrients for a 
frozen “heat and serve” dinner are as 
follows: 

Minimum fovrfc for fiou*n "l*»l 
*»<) mnr*" dtwiar— 


S'uufott 


Protein, rrom» 
Vitamin A, 

Thkottiln*, not- 

Riboflavin, rag.. 

Niacin, me. 

rwitoUMmlu arkl, 

m«.—•« 

Vitamin, Hr. m«... 
Vitamin, Bt* wk*. 
Iron, mg. 


Kof rach ICn 
U*k*i*3 iVcal t 
olttw total 
miupooantr 
‘’pfttdOod In 
par. <*) 

4.40 
ir<i co 
.00 
.no 
* 

.13 

•S 

J 

.m 


For tlw total 

'Ximfttoctjta 

IMMjflwl in 
par (a) 


14.0 

mo 

.2 

44 

11 

.0 

LI 

12 


(1)A frozen “heat and serve" dinner 
prepared from conventional food in¬ 
gredients listed in paragraph <a) of this 
section will also contain folic acid, mag¬ 
nesium. iodine, calcium, and tine. Mini¬ 
mum levels for these nutrients cannot be 
established at the present time but may 
be specified as additional data arc 
obtained. 

<2) Tlie minimum levels for panto¬ 
thenic acid, vitamin R-6, and vitamin 
B-12 are tentative. Pinal levels will be 
established when sufficient data are 
available. Until final levels are estab¬ 
lished, a product containing less than 
the tentative levels will not be deemed 
to be misbranded when labeled in ac¬ 
cordance with | 104.5<b). 

(3) When technologically practicable, 
iodized salt shall be used or iodine shall 
be present at a level equivalent to that 
which would be present 11 iodized salt 
wore used in the manufacture of the 
product 

(4) When technologically practicable, 
product components and ingredients 
shall be selected to obtain the desirable 
calcium to phosphorous ratio of 1:1. 
Technological addition of phosphates 
shall be minimized and shall not ex¬ 
ceed the amount necessary for the In¬ 
tended effect 

<e) If the product includes servings 
of food which are not prescribed by 
paragraph (a) of this section le g., soup, 
bread or rolls, beverage, or dessert), 
their contribution shall not be consid¬ 
ered in determining compliance with the 
nutrient levels established in paragraph 
id) of this section but shall be Included 
In any nutrition labeling. 

if) For the purposes of labeling, an 
“average serving" shall be one entire 
frozen "heat and serve"-dinner. 


Bcc 

105.0*7 Certain label utatemente relating to 
certain food used In oontrol of 
body weight or in dietary manage¬ 
ment with respect to disease. 

106.00 Foods used to regulate sodium in¬ 
take. 

106 77 Vitamins and mineral* 

105.70 Nonnutritive constituent* 

Subpart C— (Reset v«d) 

Subpart O—Standard* of Identity 
106.85 Dietary supplements of vitamins aud 
mineral*. 

Atrrftoatrr: Secs. 403 . 701. 52 Stat 1047- 
1048 as amended, 1056-1056 an amended <21 
us e. 343, 371) unless otherwise noted. 

Subpart A—General Provisions 

§ 105.3 Definition* and iiilerpretatUnu. 

The definitions and interpretations of 
terms contained in section 201 of the 
Federal Food, Drug, and Cosmetic Act 
(hereafter "the act") shall be applicable 
with the following additions: 

(a) "Special dietary use /' (1) The 
term "special dietary use" as applied to 
food used by man means a particular use 
for which a food purports or is repre¬ 
sented to be used. Including but not lim¬ 
ited to the following: 

(!) Supplying a special dietary need 
that exists by reason of a physical, physi¬ 
ological, pathological, or other condition. 


including but not limited to the comb- 
lion of disease, convalescence, preg¬ 
nancy, lactation, infancy, allergic hyper 
sensitivity to food, underweight, ovei 
weight, or the need to control the intalci 
of sodium. 

<U> Supplying a vitamin, mineral, ot 
oilier Ingredient for use by man to sup¬ 
plement his diet by increasing the tots! 
dietary intake. < Rules applicable to the 
composition and labeling of dietary sup¬ 
plements of vitamins and minerals, in¬ 
cluding applicable exemptions*, are pro¬ 
vided by i 105.85.) 

(ill) Supplying a special dietary need 
by reason of being a food for use as the 
sole Item of the diet. 

^2) The use of an artificial sweelem i 
in a food, except when specifically and 
solely used for achieving a physical chai - 
uc tor Is tic in the food which cannot bo 
achieved with sugar or other nutritiu 
sweetener, shall be considered a use for 
regulation of the intake of calories and 
available carbohydrate, or for use in the 
diets of diabetics and is therefore a spe¬ 
cial dietary use. 

(b) US. Recommended Daily Allow¬ 
ances (US. RDA's). (1) The term “U.8 
Recommended Dully Allowance (U.8 
RDA>" means the following daily 
amounts of the following vitamins and 
minerals: 


Children 

Vitonim and Brlnsdi 1 Unit of wwiffiwH Inf art* unl«f 4 ymn 

of*** 


Vitamin A.. 

Vitamin D. 

Vitamin X*. 

Vitamin C. 

Kobe oriiL. 

Thiarotoa_ 

< 

Niacin.. . 

V Ramin Du 
Vitamin H*. 

Biotin- 

1-iUitQUv Iiir 
CoMiiin.. 
rboaphoriau. 

Iodine. 

Iron. 

M ac main m.. 

C 

Zino 



1,800 

400 

4 

26 


2,600 

400 

10 

40 


IDeraoinr..—. 

. 

drama..-—- 

.<fto. 

Mkrognuu*. ...... 

MUUfranw. 

.....04... 

. 60 l~. 


.1 

.5 

.4 


.2 

.7 

.0 


.15 


Adult* and 
rhfldrm 4 « 
mow j*ar» 

efac* 

Pregnant • 
laoiatixiir 
vrocnr* 

1.000 


400 

400 

20 

10 

40 


.4 

,1* 

1.6 

IT 

L? 

24 

JO 

20 

10 

24 


4 

.a* 

M 

1.0 


10 

II 


.4 

.4 

10 

1 J 

40 

70 

150 

M0 

15 

10 

IS 

IS 

70 

300 

400 

4 M 

.4 

1.0 

2.0 

X 1 

5 

4 

16 

16 


.AftMrbkib' 

..FoAortn 

_Vttamln Bj 

.. Vitamin H» 


l ti* loUcrwli* synonym* may b* added In p*rrHthf«* Immediately folio* Ini tba name of Ui< vitamin 
vitamin: 

Vitamin C.—.. 

.. 

Riboflavin...... 

Thiamine...—-. 

(2) The U.8. Recommended Daily Al¬ 
lowances <UJ3. RDA's) have been derived 
by the Food and Drug Administration 
from the "Recommended Dietary Allow¬ 
ances.’* published by the Food and Nutri¬ 
tion Board. National Academy of Sci¬ 
ences; National Research Council, ami 
are aubiect to amendment as more 

Rcfcrvnre Form 


knowledge on human nutrient requh* - 
ments becomes available. 

(3) For determining the percentm* 
or tlie UJ8. RDA present to a quantity eJ 
food, as required by i 105.77<a>. th« 
quantitative content of the following vi¬ 
tamins shall be calculated to term* oi 
the following chemically identifiable ref¬ 
erence forms: 


PART 105—FOODS FOR SPECIAL 
DIETARY USE 

Subpart A—Carttral Provision* 

Her. 

106 3 Definition* and interpretation* 

Subpart B—Label Statement* 

105.60 Restriction*!, placement, falwc or ml»- 
tending repreaentatton* 

106.62 Hypotdlargenic food* 

105 66 Infant food* 


Vitamin 


Vitamin C _— 

Folk) arid 

TbiamltM.. _ .... 

Riboflavin...- 

• .. 

Vitamin B« _ 

Vitamin Bu.-- 

lHflttii _ 

rwioUwinki ftdL. 


Seine 


Kmirfrfoel formula 


t-AmrlicielO... ... _ . CdlaO*. 

Fteroyl mnoo-i-clutamk arid. .C«H*NiO«.... - 

ThlamliwebfofbJ* hydoxhkifld*...C«H»?CIN«OS lit I 

Riboflavin ---. 

Nleotlrtk arid. - JMUNOi 

gBSSS^*":. 

P-Pantotbmk arid .. . OiHjiNOi 


lialnruUt 

m u 

44141 
X».3» 
tft 3T 

wan 

iw. n 
1.266 
244 21 
Sf*» 
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(c> In addition to the nutrients 
luted in paragraph <b) of this section, 
other vitamins and minerals recognized 
as essential or probably essential in hu¬ 
man nutrition in their biologically active 
forms but for which no U.8. RDA's have 
been established are: vitamin K. choline, 
and the minerals chlorine, chromium, 
fluorine. manganese. molybdenum, 
nickel, potassium, selenium, silicon, 
.sodium, tin. and vanadium. 

<d> The term "artificial sweetener" 
means a sweetening substance not used 
in normal metabolism as a source of 
calories. 

<e> The term "infant" means a person 
not more than 12 months of age. 

if) The term "serving" means that 
reasonable quantity of food suited for or 
practicable of consumption as part of a 
meal either by an adult male engaged in 
light physical activity, or by an infant 
or child when the article purports or is 
represented to be for infant feeding or 
child consumption. A label statement re¬ 
garding a serving, as used in this part, 
shall be in terms of a convenient unit of 
such food or a convenient unit of meas¬ 
ure than can be readily understood by 
purchasers of such food, e.g.. a serving 
may be expressed in terms of slices, cook¬ 
ies, or wafers, or in terms of ounces, fluid 
ounces, teaspoonfuls, tablespoonfuls, or 
cupfuls. A teaspoonful shall be consid¬ 
ered to mean 5 milliliters (approximately 
, ti fluid ounce) In volume; a tablespoon¬ 
ful shall be considered to mean 15 milli¬ 
liters < approximately *4 fluid ounce) in 
volume: and a cupful shall be considered 
to mean 240 milliliters (approximately 
8 fluid ounces) In volume. 

(g) The term "diabetic" means a per¬ 
son having diabetes mellitus. 

(Secs. 201(n). 401, 403 (a) and (J). 41!. 701 
(S) and (•). 52 Stat. 1041. I04A-1048. 1055. 
70 Stat. 910. 90 8tat. 410-411 (21 UBC. 321 
<n). 341, 343 (a) and (j). 350, 371 (a> and 

(•>M 

Subpart B —Label Statements 

§ 10.7.60 Hotrinioris plamurnl. faLi- 
or mUlmcling rc|>rr*cittalkm». 

* a) If a food purports or is represented 
to be for any special dietary use, unless 
covered by other regulations, the princi¬ 
pal display panel of its label shall bear a 
conspicuous statement of the usefulness 
of the food, limited to a listing of the 
dietary properties upon which such use is 
based: Provided, however. That If in¬ 
sufficient space U available on the prin¬ 
cipal display panel, the Information 
panel may be used pursuant to * 101.2 of 
this chapter, if such use is consistent 
with I 101.15 of this chapter. 8uch state¬ 
ment shall show the presence or absence 
of any substance, any alteration of the 
quantity or character of any constitu¬ 
ent, and any other special dietary prop¬ 
erty of such food upon which such use 
is based. 

<b) A food which purports or is repre¬ 
sented to be a food for special dietary 
w e shall be deemed to be misbranded 
•inder sections 201 (n) and 403 (a) and 
0 > of the act If Its labeling bears any 
statement, vignette, or other printed or 
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graphic matter that represents, suggests, 
or Implies: 

(1) That the food, because of the pres¬ 
ence or absence of certain vitamins and/ 
or minerals, is adequate or effective In 
the prevention, cure, mitigation, or treat¬ 
ment of any disease or symptom, except 
that the label may state that the food to 
a source of an essential nutrient and that 
this nutrient is important for good nu¬ 
trition and health, and except that 
provision shall not apply to foods rep¬ 
resented for use solely under medical 
supervision in the dietary management 
of specific diseases and disorders. 

*2> That a balanced diet of ordinary 
foods cannot supply adequate amounts 
of nutrients: Provided. That representa¬ 
tions may be made that it is often im¬ 
practical to supply the iron requirements 
of infants, children, and women of child¬ 
bearing age with a diet of conventional 
foods. 

(3) That the lack of optimum quality 
of a food, by reason of the soil on which 
that food Is grown, is or may be respon¬ 
sible for an inadequacy or deficiency in 
the quality of the dally diet. 

(4) That the storage, transportation, 
processing, or cooking of a food is or may 
be responsible for an inadequacy or de¬ 
ficiency in the quality of the daily diet 

<5) That the food lias dietary proper¬ 
ties when such properties are of no sig¬ 
nificant value or need in human nutri¬ 
tion. Except as provided in S 105.85(e). 
ingredients or products such as rutin, 
other bioflavonoids, paraamlnobenzoic 
add. and similar substances which have 
in the past been represented as having 
nutritional properties but which have 
not been shown to be essential to human 
nutrition may not be combined with vita¬ 
mins and or minerals, added to food 
labeled in accordance with this section, 
or otherwise used or represented In any 
way which states or implies nutritional 
benefit. Ingredients or products of this 
type may be marketed as individual 
products or mixtures thereof: Provided. 
That the possibility of nutritional, 
dietary, or therapeutic value is not stated 
or implied. Examples of false or mislead¬ 
ing statements or implications arc: 

<1> Label statements to the effect that 
need or usefulness in human nutrition 
has not been established 

(ii) Label statements which otherwise 
disclaim nutritional, dietary, or thera¬ 
peutic value. 

(6) That a natural vitamin in a food 
is superior to an added or synthetic 
vitamin, or that there is a difference be¬ 
tween vitamin* naturally present and 
those that have been added. 

(Sec* 201 (n). 401, 403 (a) and (J), 411. 701 
(a) and (e). 52 Stat. 1041, 1045-1048. 1055 
70 Stat. 019. 90 8tat. 410-411 (21 UB.C 321 
(Q). 341. 343 (a) and (j). 350, 371 (a) and 
(•))•) 

§105.62 !l>poallcrgdiir food*. 

If a food purports to be or is repre¬ 
sented for special dietary use by reason 
of the decrease or absence of any aller¬ 
genic property or by reason of being 
offered as food suitable os a substitute for 


14329 

another food having an allergenic prop¬ 
erty, the label shall bear: 

(a) The common or usual name and 
the quantity or proportion of each in¬ 
gredient (Including spices, flavoring, and 
coloring) In case the food is fabricated 
from two or more ingredients. 

(b> A qualification of the name of the 
food, or the name of each ingredient 
thereof in case the food is fabricated 
from two or more ingredients, to revenl 
clearly the specific plant or animal that 
is the source of such food or of such in¬ 
gredient. If such food or such Ingredient 
consists in tvhole or in part of plant or 
animal matter and such name does not 
reveal clearly the specific plant or animal 
that Is such a source. 

<c> An Informative statement of the 
nature and effect of any treatment or 
processing of the food or any ingredient 
thereof, If the changed allergenic prop¬ 
erty results from such treatment or 
processing. 

<S*cs. 401, 403(J), 701(e), 52 Stat. 1048 ns 

sst ^. 1 ™., 70 sut 910 <ai u3c 

§ 105.65 Infant food*. 

(ai If a food (other than a dietary 
supplement of vitamins and/or minerals 
alone) purports to be or is represented 
for special dietary use for infants, the 
label shall bear, if such food is fabricated 
from two or more ingredients, the com¬ 
mon or usual name of each ingredient, 
including spices, flavoring, and coloring. 

«b) If such food, or any ingredient 
thereof, consists in whole or in part of 
Plant or animal matter and the name of 
such food or Ingredient does not clearly 
reveal the specific plant or animal which 
is Its source, such name shall be so quali¬ 
fied as to reveal clearly the specific plant 
or animal that Is such source. 

'c> If such use of the food Is by reason 
of its simulation of human milk or Its 
suitability as a complete or partial sub¬ 
stitute for human milk, the label shall 
also bear: 

<1> A statement of the percent by 
weight or weight per unit volume of 
moisture, protein, fat, available carbohy- 
drate. ash, and crude fiber contained in 
such food. 

(2) A statement of the number of 
available kilocalories On the case of food 
label statements, a kilocalorie to repre¬ 
sented by the word "Calorie") supplied 
by a specified quantity of such food as 
customarily or usually prepared for 
consumption 

(3) A statement of the amount of 
each vitamin or mineral listed In para¬ 
graph (c)(5) of this section and the 
amount of other added vitamin (a) and 
mineral(6) supplied by a specified quan¬ 
tity of such food as customarily or 
usually prepared for consumption. 

(4) The statement "This product 
should not be used as the sole source of 
protein in the infant diet" if a quantity 
which supplies 100 available kilocalories 
of such food as customarily or usually 
prepared for consumption contains less 
than 1.8 grams of protein of a biological 
quality equivalent to that of casein, or if 
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the amount and biological quality of pro¬ 
tein per 100 available kilocalories of such 
food are such that the quality of protein 
expressed as a fraction of that of casein 
multiplied by the amount of protein in 
grams is less than 1.8. or if the biological 
quality of protein is less than 70 percent 
of that of casein. 

(i) For the purpose of this paragraph 
(c) (4 >, the method for determining 
biological quality of protein shall be the 
method prescribed on page 800 (secs. 
39.160-39.170) under “Biological Evalua¬ 
tion of Protein Quality—Official. Pinal 
Action” of “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists,** 11th edition (1970).* 

<ii) For the purpose of this paragraph 
(c)(4), the method for determining 
the amount of protein is to multiply by 
6.25 the total nitrogen content in grams, 
as determined by the method described 
on page 16 (sec. 2.051) under “Improved 
Kjeldahl Methods for Nitrate-Free Sam- 
plcs—Official, Final Action” of “Official 
Methods of Analysis of the Association 
of Official Analytical Chemists/* llth 
edition (1970).* 

(5) If a quantity which supplies 100 
available kilocalories of such food as 
customarily or usually prepared for con¬ 
sumption contains less than the follow¬ 
ing amounts of vitamins and minerals, 
a statement that an additional quantity 
of such vitamin<§) or mineral< s), as the 
case may be, should be supplied from 
other sources: 


Vitamins »mj 
minerals 


Unit of Minimum 

meosuxement iaouuu 


Vitamin a . I s t umOnm l units. 

Vitamin D.do. . 

Vitamin E .—- 

Asnortolearid Mllltfranw. ... 

(vitamin C). 

Thiamin* vitamin . do . 

W0. * ^ 

Itlhnftavln (vitamin do . 

Bi). 

Niai in 1 . Urogram 

jmtotJ<Mrta. 

Vitamin .. MUfirrmms . 

Fotadn. .- Mtemgranu -~- 

Pantothenic acid . Mflhgrams - 

Vitamin Bn.... . MlrToanuns -— 

m . MUUgraaas.... . 

Phosphorus ... 

Mojiiashnn... - ...6a. 

Iron .........do . ..... 

Iodine. . 


loamr. .— - — - 

Cojifxrf . MilUframs .. 


2SA 

40 

as 

T.S 

aoss 

t<* 

as 

toss 

4 

as 

aw 

AO 

s 

I 

ft 

toe 


* The ceriarir term "nlncto” lorludta niacin (nifotinie 
acid) niarlnamki* (nlcoUnaunid^). and I m* fsiuirairtu 
for each W milligrams of tryptophan La Um food. 


When a statement prescribed by this 
paragraph <c) (5) is required, it shall ap¬ 
pear in immediate proximity to the 
statement for the appropriate vitamin 
or mineral required by paragraph (c) (3) 
of this section. The difference in quan¬ 
tity between the amount of vitamin (s) 
and mineral(s) supplied and the amount 
required by this paragraph, expressed 
on the same basis, must also appear in 
the same statement. 

(6) If such food contains fat at a level 
supplying less than 15 percent of the total 
available kilocalories, or llnolelc acid 
(present as a glyceride) at a level sup¬ 
plying less than 2 percent of the total 
available kilocalories, a statement that 
an additional quantity of fat or llnoleic 

Bet footnote 2 on p. 14320. 
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acid (llnolcate). as the case may be. 
should be supplied from other sources. 
The requirement of this paragraph <c) 
(6) shall not apply to such food which 
purports to be or is represented for spe¬ 
cial dietary use by reason of a need for 
regulating the intake of fat. 

<d) The provisions of paragraph (c) 
of this section shall not apply to whole 
milk (of cows) or evaporated milk ex¬ 
cept with respect to ascorbic acid, vita¬ 
min D. and iron under paragraph <c) (5) 
of this section. 

(e) A food which purports to be or is 
represented for special dietary use solely 
as a food for infants by reason of its 
simulation of human milk or its suit¬ 
ability as a complete or partial substitute 
for human milk, and which complies with 
the provisions of this section, shall be 
exempt from the effective provisions of 
If 105.67 and 105.77. 

§ 105.67 OrtJiin Inbrl Mulrmcnl* rrlut¬ 
ing to certain food u*rd In control of 
body bright or in dietary manage¬ 
ment ith rcvpect to di*ea*c. 

If a food purports to be or is repre¬ 
sented for special dietary use by man by 
reason of its use as a means of regulat¬ 
ing the Intake of protein, fat, carbohy¬ 
drate, or calories, for the purpose of con¬ 
trolling body weight, or for the purpose 
of dietary management with respect to 
disease, the label shall bear a statement 
of: 

<a> The percent by weight of protein, 
fat, and available carbohydrates in such 
food; and 

(b) The number of available calories 
supplied by a specified quantity of such 
food. 

§ 105.69 Food* u»cd to rcjnilulc -odium 
intake. 

If a food purports to be or is repre¬ 
sented for special dietary use by man by 
reason of its use as a means of regulating 
the Intake of sodium or salt (sodium 
chloride), the label shall bear a state¬ 
ment of the number of milligrams of 
sodium in 100 grams of such food and a 
statement of the number of milligrams 
of sodium tn a specified serving of such 
food. The number of milligrams of so¬ 
dium shall be declared as the nearest 
multiple of 5 milligrams, as determined 
by appropriate analysis, except that, if 
such food contains not more than 10 
milligrams of sodium in 100 grams of the 
food and not more than 10 milligrams of 
sodium in a specified serving of the food, 
the label shall bear a statement to that 
effect. 


(Secs. 401. 4031 j). 701(e). 62 SUt 1046 as 
emended. 1043. 70 Stat. 919 (21 OS.C. 341, 
343(J). 371(e)).) 

§ 105.77 Vitamins uiul mineral*. 

(a) Vitamins and minerals for which 
U.S. HD As are established. If a food pur¬ 
ports or is represented to be for special 
dietary use because of vitamin or min¬ 
eral properties for which U.S. RDA's 
have been established, the label shall 
bear a statement of the percentage of 
the U.S. RDA of such vitamins and min¬ 


erals, as set forth in l 105.3»b>. supplied 
by such food when consumed in a spor- 
lfied quantity during a period of 1 day 
The quantity specified shall be a reason¬ 
able quantity suitable for and practicable 
of consumption within 1 day. The order 
in which the nutrients appear on the 
label shall be the order in 1 105.3(b), ex¬ 
cept when other regulations provide 
otherwise. Immediately preceding the 
declaration of vitamin and mineral con¬ 
tent. the following heading shall be 
stated. “Percentage of UB. Recom¬ 
mended Daily Allowances <UB. RDA * 

If such purported or represented special 
dietary use is for persons within more 
than one group for which UB. RDA’s 
are established, such statement shall in¬ 
clude the percentage for each group. 
When the percentage of the UB. RDA 
Is a whole number and a fraction or a 
whole number and a decimal, it shall be 
expressed as the whole number dis¬ 
regarding the fraction or decimal The 
total quantity of vitamins or mineral? 
in a food shall be no less than the amount 
declared, and no more than a reasonable 
amount above the declared quantity. 
Reasonable variations caused by heat, 
light, oxidation, storage, transportation, 
or unavoidable deviations in good manu¬ 
facturing practice are recognized. 

(b) Vitamins and mitierals for which 
no VS. RDA's are established. It a food 
purports or is represented to be for spe¬ 
cial dietary’ use because of the presence 
of a vitamin or mineral for which no 
UB. RDA has been established, the quan¬ 
tity of each such nutrient (in the order 
listed In 1105.3(c), except when other 
regulations provide otherwise) supplied 
by the food when consumed in a specified 
quantity during a period of 1 day shall be 
stated on the label in standard metric 
units of weight followed by the statement 
“No UB. Recommended Daily Allowance 
<UB. RDA) has been established for this 
nutrient*' or by an asterisk referring to 
another asterisk at the bottom of the 
table and followed by that statement 
The quantity of consumption specified 
shall be a reasonable quantity suitable 
for and practicable of consumption with¬ 
in 1 day. 

(c) Applicability. When paragraphs 
(a) and (b) of this section are both ap¬ 
plicable: information required by para¬ 
graph <b) with respect to vitamins shall 
follow immediately after Information re¬ 
quired by paragraph (a) with respect to 
vitamins; information required by Para¬ 
graph <b) with respect to minerals shall 
follow immediately after information re¬ 
quired by paragraph (a> with respect to 
minerals; and the quantity of consump¬ 
tion specified pursuant to each para¬ 
graph shall be the same. 

<d) Iodized salt. The requirement* of 
this section shall not apply to iodized salt 
when the declared content of the iodine 
compound in the salt is equivalent to 0.01 
percent by wxight Iodine. 

(Secs. 201 <n). 401. 403 <•) O)** 11 ' 

(a) ftnd (•), S3 Btftt. 1041. 

70 Stat. 010. 00 Stftt. 410-411l <*» OAO. 
(n). 341. 343 (O) md (J). 36 °- 371 
(»)>•> 
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§ 105.79 \onimtritive const ilut cut*. 

If a food purports to be or Is repre- 
rented for special dietary use by man 
by reason of the presence of any con¬ 
stituent which is not utilized in normal 
metabolism, the label shall bear a state¬ 
ment of the percent by weight of such 
constituent, and. in Juxtaposition with 
the name of such constituent, the word 
* nonnutritive". If such constituent is 
fibrous plant matter, it shall be con¬ 
sidered to be crude fiber and its percent 
expressed as such. But if such constit¬ 
uent is saccharin or a saccharin salt, 
the label shall bear, in lieu of such state¬ 
ment and word, the statement ' Con¬ 
tains _saccharin (or saccharin salt, 

as the case may be), a nonnutritive, 
artificial sweetener which should be used 
only by persons who must restrict their 
intake of ordinary sweets." the blank 
to be filled In with the percent by weight 
of saccharin or saccharin salt in such 
food. The provisions of this section shall 
not be construed as authorizing the use 
of saccharin or its salts In any food 
other than one for use by persons who 
must restrict their intake of carbohy¬ 
drates. or as relieving any food from 
compliance.with any requirement of sec¬ 
tions 402 (b> or <d>. 403(g). or other 
provisions of the act. 

Subpart C—[Reserved] 

Subpart D—Standards of Identity 

§ 105.85 Dirtary Aupplemrnt* of \ilu- 
min* mid mineral*. 

ia> General provisions— < i> Articles 
subject to this regulation; "dietary sup¬ 
plements.” The dietary supplements of 
vitamins and/or minerals for which defi¬ 
nitions and standards of identity are 
prescribed by this section are prepared 
and offered as tablets, capsules, wafers, 
or other similar uniform units: in pow ¬ 
der. granular, flake, or liquid form; or In 
the physical form of conventional foods; 
and purport to be or are represented for 
special dietary use by man to supple¬ 
ment his diet by increasing the total di¬ 
etary Intake of one or more of the es¬ 
sential vitamins and/or minerals speci¬ 
fied in paragraph (d) of this section. The 
dietary supplements of vitamins and/or 
minerals are henceforth referred to as 
"dietary supplements" In this section. 

<2> Articles not subject to this regu¬ 
lation. This section docs not apply to: 

<i) Any food which contains or con¬ 
sists of any vitamin or mineral listed In 
! 105.3(b) il), or any combination there¬ 
of, provided that all of the following 
requirements are met: (a) No such nu¬ 
trient is contained at a level of 50 per¬ 
cent or more of the adult U.S. RDA per 
serving for that nutrient, (b> no direct 
or implied representation is made on the 
label, in labeling, or In advertising that 
the product is a dietary supplement or 
is adequate or appropriate for supple¬ 
menting the daily diet with essential nu¬ 
trients, and ( c ) the product is labeled 
pursuant to 1101.0 of this chapter. 

<U) Foods the composition of which is 
defined by other regulations, e.g.. other 
foods for which definitions and stand¬ 
ards of Identity or nutritional quality 


guidelines have been promulgated, or 
statutes. 

(Ill) Any food represented for use as 
the sole item of a meal or of the diet. 

(lv) Foods represented for use solely 
under medical supervision to meet nu¬ 
tritional requirements In specific med¬ 
ical conditions. 

(v) Conventional foods to which one 
or more nutricnt(s) listed In paragraph 
(d)(1) of this section are added to Im¬ 
prove nutritional quality, unless the total 
level, including any naturally occurring 
amounts, of any such added vitamin or 
mineral per single serving attains or 
exceeds 50 percent of the U S. Recom¬ 
mended Daily Allowance (U.S. RDA) for 
adults and children 4 years or more of 
age os specified in $10S.3(bHl>. in 
which case the provisions of both this 
section and f 101.9 of this chapter shall 
apply. If the provisions of both this sec¬ 
tion and I 101.9 of this chapter apply to 
a food, the labeling of such food shall 
conform to the labeling established in 
this section except that the labeling es¬ 
tablished in § 101.9(c) of this chapter, 
including the order for listing vitamins 
and minerals established in f 101.9(c) 
(7>(iv) of this chapter, shall be used in 
lieu of the labeling established in para¬ 
graph <0 (1) of this section. 

<vi> Raw agricultural commodities. 

(vii) A food with nutrients restored to 
pre-processing levels or added pursuant 
to I 101.3(e) of this chapter so that it is 
not nutritionally inferior to the food for 
which it substitutes and which it resem¬ 
bles. 

(3) Enforcement. Any food product 
that meets the definition of a dietary 
supplement in paragraph (a)(1) of this 
section and which is not subject to any 
of the exemptions set forth in paragraph 
(a* (2) of tlxis section and which fails to 
comply with the requirements of this 
section, including a multicomponent 
supplement not subject to paragraph (c) 
of this section w’hlch offers an added 
vitamin or mineral not permitted by this 
section or which offers a greater potency 
of any vitamin or mineral than is per¬ 
mitted by this section, will be deemed to 
be In violation of section 403(g) of the 
Federal Food. Drug, and Cosmetic Act 
‘hereafter "the net"), which provides 
that a food shall be deemed to be mis¬ 
branded if it purports to be or is repre¬ 
sented as a food for which a definition 
and standard of identity has been pre¬ 
scribed, unless it conforms to the defini¬ 
tion and standard. 

(4) Other requirement of law. Com¬ 
pliance with the requirements of this 
section does not exempt a dietary sup¬ 
plement from other requirements of any 
other applicable regulations, whether or 
not cross-referenced herein. 

(5) Amendments to this standard 
Amendment of the permissible combina¬ 
tions of vitamins and/or minerals, as 
established in paragraph (b) of this 
section, or of the permitted range of po¬ 
tency for any vitamin<s> or mineral (s) 
in a dietary supplement, as established 
in paragraph (c) o{ this section, or any 
other amendments to this section, may be 
proposed by the Commissioner of Food 


and Drugs on his own Initiative or upon 
petition by an Interacted person in ac¬ 
cordance with the procedure set forth in 
Part 2 of this chapter. Any such peti¬ 
tion shall show r that such amendment 
will promote honesty and fair dealing in 
the interest of consumers. 

(b) Inclusion of vitamins and min¬ 
erals in dietary supplements. Except as 
provided In paragraph (e) of this sec¬ 
tion : (1) A dietary supplement consist¬ 
ing of more than one vitamin or mineral 
shall contain only those vitamins and/ 
or minerals listed in paragraph (d)(1) 
of this section and shall be offered for its 
vitamin and/or mineral content onlv In 
the following combinations, with the pro¬ 
vision that any vitamin or mineral de¬ 
fined as optional in paragraph (d>(l) 
of this section may be omitted: 

<t> All vitamins and minerals. 

(11) All vitamins, 

(Hi) Ail minerals. 

‘iv) All vitamins and the mineral Iron. 

<v) A dietary supplement of vitamins 
A. D. and C, represented for use by in¬ 
fants and/or children under 4 years of 
age. composed of vitamin A. vitamin D 
and vitamin C. Vitamin E and/or iron 
may be included as optional ingredients 
In such a preparation: Provided . That 
inclusion of the optional ingredients vi¬ 
tamin D and/or phosphorous In the die¬ 
tary supplements identified in para¬ 
graph (b)(1) (i). <ti>, (no or (iv) of 
this section does not require inclusion of 
any additional optional ingredients. In¬ 
clusion of the optional ingredients biotin 
and pantothenic acid and/or copper and 
zinc in such products does not require 
inclusion of vitamin D and/or phospho¬ 
rus when the latter two nutrients are op¬ 
tional. Inclusion of any of the other 
optional ingredients (biotin or panto¬ 
thenic acid for vitamins and copper or 
ztnc for minerals) in such products re¬ 
quires the inclusion of both such optional 
ingredients if the product is a multi¬ 
vitamin or multimineral supplement and 
requires the Inclusion of all four such 
ingredients if the product is a multi¬ 
vitamin and multimineral supplement; 
and: Provided further. That folic acid is 
optional for liquid dietary supplements 
because of instability of the vitamin In 
liquid preparations. A liquid dietary sup¬ 
plement represented as a "multivitamin" 
preparation but not containing folic acid 
shall bear the following statement on the 
label: "This product does not contain 
the essential vitamin folic acid." which 
shall immediately follow the listing of 
vitamins and minerals as prescribed in 
paragraph (1) of this section. 

<2) A dietary supplement mav be 
composed of a single vitamin or mineral 
(c> Potency of vitamins and minerals 
in dietary supplements. (1) Except as 
provided in paragraph (e) of this sec¬ 
tion. and subject to good manufacturing 
practices, dietary supplements shall con¬ 
tain in the specified daily quantity not 
less than the lower limit nor more than 
the upper limit of any nutrient specified 
in paragraph (d)(1) of this section for 
the groups for which the supplement is 
offered. 

(2) For the purposes of this section, 
the term "daily quantity" means the 
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quantity of a dietary supplement that reasonably suitable for and practicable 
shall be specified In the labeling for con- of consumption In 1 day. 
sumption In a period of 1 day, and which (d) U S. Recommended Daily ADoie- 
shall be an amount or number of units once. (1) The following table sets forth 

V.fi. recommended daily allowance. {VJB. RPA't) and permissible eompoHHonal ranye. lor dietary npplonent. of vitamin- 

and mineral* 


the permissible qualitative and quantita¬ 
tive composition of dietary supplements 
of vitamins and/or minerals for pur¬ 
poses of paragraphs <b) and (c): 


Children un<to 4 ycor* of ®«* 1 


Adultt wid rhlldrro 4 or nux* year* Fn^nant or Uetatlnf wotc«<i 

dtp 



ViUiolfir- Mandatory 

Vitamin A-- 

Vitamin D 
Vitamin E.-... 

Vitamin C._ 

Folio wrld •- 

ThkmliM.... 
Riboflavin. 

Ni*dn_ 

Vitemla Ba 
Vitamin It a ... 
Optional: 

Ykuunin D-- 

Biotin_ 

puitoUwuc acid. 

Mlir-mb - Mandatory: 

CXfchmi__ 

1’hosphoruR •.. 

Iodine_ 

Iron.. 

Marnrtiiutu...— ... 
Optional: 

Pboaptoill 1 
Copper_ 

/.inc — ... mw ■ 


Tnit of mewmmsrnt 


Intern*!too*] unite.. 

- da¬ 
do.. 


I»w« r 

limit 


RDA 




Idam+r 

limit 


ua 

RDA 




Lonrer 

limit 


V.B. 

RDA 


Cpp.f 

Boiii 


_ Microfroni*-- 


2. MM 2.MM 

400 400 

10 IS 

40 00 

.2 .t 

.70 106 

.* 1.2 

0.0 1X6 

.70 1.06 

10 4.6 


2500 


A 000 


5,000 


6.000 

400 


6.000 

400 


A0nr« 

400 


is 

so 

.3 

.76 

.0 

mo 

too 

xo 


SO 

46 

30 

,T> 

on 

40 

00 

00 

00 

130 

.4 

.4 

.4 

.6 

.6 

LEO 

2.26 

1.60 

LT0 


1.7 

Xi 

1.7 

20 

24 

30.0 

3X0 

»o 

axo 

020 

2.00 

XOO 

200 

260 

4.00 

XO 

0.0 

xo 

xo 

uc 


International trait* ...-- 

Minimum-- 

_ ...do..-- 

.076 

26 

..150 “ 

xo 

a 226 

7.6 

AW 

.160 

XO 

.300 

10.0 

.450“" 

1X0 

”T» 

100 

.300 

10.0 

.tfKj 

3X0 

Omm*__—. 

• 126 
. 126 

55 

6 

40 

.300 

.800 

70 

10 

xc 

L90O 

IXU 

106 

15 

300 

.125 

.126 

75 

u 

100 

1.000 

1 000 

160 

18 

400 

1.600 

X 600 _ 

.125 

L 300 * 

2000 

.do...— 

M.rmfmm*,..-.-— 

Milligram*.. -- .. 

225 

27 

600 

iso*. 

18 

100 

So 

ts 

460 

*» 

at 

300 

Gram*...— 

MHeami—... 







. 135 

1.300 

2600 

“’’s 

xo 

1.0 

xo 

u" 

120 

:*lo 

7.5 

20 

1X0 

20 

326 

L0 

7.5 

20 

V* 

4.0 

3M 


• Optional for adult* and chUdrrn 4 or more jrran ol *f*- 

’.o5^ta^fXlc“uI'lunn« >n». Wh-O rrr^u. U» qwntlt* a»|0»H*<inui «■>*? b* «"•*« U»u th. quality of aJciure. 


(2) The US. Recommended Daily Al¬ 
lowances (U.S. RDA's) have been derived 
by the Pood and Drug Administration 
from the ““Recommended Dietary Allow¬ 
ances. 4 * * published by the Pood and Nutri¬ 
tion Board. National Academy of Sci¬ 
ences /National Research Council, and 
are subject to amendment as more 

Reference form 


knowledge on human nutrient require¬ 
ments becomes available. 

(3) For determining the percentage of 
the US. RDA present In a dietary sup¬ 
plement, the quantitative content of the 
following vitamins shall be calculated in 
terms of the following chemically iden¬ 
tifiable reference forms: 


Vitamin 


Noma 


Empiric*! formal* 


Vitamin C ___ 

KoBc arid - 

Ttilwdn* - 

Riboflavin. . 

Nfod o . . 

Vitamin EM - 

Vitamin Bn -- 

Biotin - 

Pantothenic arid — 


... /.-AJeorttc arid-- --r 

_Pt«royluw«u>-/^iut*ink^ld v ..— r? wUriSV** nn 

_Thiamin* chlorine hydroctitorride- £ tt S ,, 2?ir 8 UC 

_ Riboflavin.—.. ftttSrn 

... NkwttnteicM..— 

_ l-yrldmli...— .. jn P 

S8EE!^ n *: QnSfcf* 

wtSSssssa e&Sm, 


MofocuW 

Wrlflit 


17X13 

441.41 

XC7.28 
37X37 
12X11 
iex i> 
1.JSX40 
344.31 

m% 23 


( 4 ) in addition to the nutrients listed 
in paragraph (d)(1) of this section, 
other vitamins and minerals recognized 
as essential or probably essential in hu¬ 
man nutrition In their biologically active 
forms but for which no US. RDA s have 
been established arc: vitamin K, choline, 
and the minerals chlorine, chromium, 
fluorine. manganese. molybdenum, 
nickel, potassium, selenium, silicon, so¬ 
dium. tin. and vanadium. 

<e> Exemption from limitations on in¬ 
clusion of ingredients and from maxi¬ 
mum potency restrictions for certain 
dietary supplements. <17 Pursuant to 
section 411 (axl > of the act. the limita¬ 
tions established by paragraphs < b) and 
(d> of tills section and by $ lOS.GO'b) <5> 
with respect to the inclusion of vitamins, 
minerals, and other ingredients in die¬ 
tary supplements, and the maximum lim¬ 


its on potency established by paragraphs 
(c) and (d) of this section .shall not ap¬ 
ply to a food for special dietary use, de¬ 
fined in 5 105.3(a)(1), which is or con¬ 
tains any vitamin or mineral and which 
complies with the following criteria: 

(i) The preparation is intended for 
ingestion in tablet, capsule, or liquid 
form. or. If not Intended for ingestion 
in such a form, does not simulate and 
is not represented as conventional food 
and is not represented for use as a sole 
item of a meal or of the diet; and 

• ii > The preparation is not represented 
for use by individuals in treatment or 
management of specific diseases or dis¬ 
orders. by children, or by pregnant or 
lactating women. 

<2) For purposes of paragraph ‘C><1> 
of this section: a food shall be consid¬ 
ered as intended for ingestion In liquid 


form only if it is formulated in a fluid 
carrier and it Is Intended for ingestion 
in dally quantities measured In drops or 
similar small units of measure: and the 
term ““children** means individuals who 
arc under the age of 12 years. 

(3) The exemption provided by section 
411(a)(1) of the act and paragraph 
(e) (1) of this section does not apply to 
minimum potency requirements estab¬ 
lished by this section. Whenever a vita¬ 
min or mineral for which a US. RDA 
has been established is included in a 
dietary supplement, the supplement shall 
provide in the recommended dally quan¬ 
tity at least the lower potency limit for 
the vitamin or mineral established by 
the tabic in paragraph (d)(1) of this 
section 

(41 The exemption provided by section 
411(a)(1) of the act and paragraph 
(e)(1) of this section does not apply to 
restrictions on maximum potency im¬ 
posed by the act or by regulations for 
reasons of safety under paragraph (l‘ 
of this section. 

<r> Restrictions on maximum potency 
of vitamins and minerals for reasons of 
safety. Restrictions of the maximum po¬ 
tency of a vitamin or mineral may be 
Imposed for reasons of safety by the 
act or by regulation. For convenience 
certain restrictions are cross-referenccti 
below: „ . .. tc 

<1> Vitamin A—See 1250.109 of tin 
chapter. 

(2) Vitamin D—See f 250.110 of this 

chapter. , 

(3) Folic acid—See 1 172.345 of thi- 
chapter. 

• 41 Iodine—See H 172.365 and 172 3*3 
of this chapter. 
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(5) Copper—See I 182.5260 of this 
chapter. 

(6) Fluorine—Gee § 170.45 of this 
chapter. 

(7) Potassium—See 5 201.306 of this 
chapter. 

«8> Any vitamin or mineral which is 
Included in a dietary supplement and 
which is not generally recognized, 
among experts qualified by scientific 
training and experience to evaluate its 
safety , as having been adequately shown 
to be safe under the conditions of its 
intended use is a food additive within 
the meaning of section 201 (s) of the act; 
and pursuant to sections 402(a) (2) <C* 
and 409 of the act, such inclusion is il¬ 
legal in the absence of a food additive 
regulation approving such inclusion. A 
listing of some of the vitamins, miner¬ 
als. and compounds with vitamin and/ 
or mineral properties which are gener¬ 
ally recognized as safe, and which thus 
may lawfully be included in a dietary 
supplement without a food additive reg¬ 
ulation, appears at Subpart F of Part 182 
of this chapter. 

<g) Acceptable ingredient sources /or 
dietary supplements: (1) A vitamin or 
mineral used In a dietary supplement 
may be supplied by any suitable sub¬ 
stance which Is not a food additive os 
defined in section 201 (s) of the act; or 
If it is a food additive as so defined, it 
shall be used In conformity with regula¬ 
tions established pursuant to section 
409 of the act. 

(2) Any safe and suitable substance 
may be used as preservative, stabilizer, 
flavor, sw'eetencr. color, seasoning, car¬ 
rier. base, or vehicle, or to facilitate 
preparation of vitamin or mineral sub¬ 
stances. A dietary supplement shall be 
prepared so that any such substance 
contained therein does not exceed the 
amount reasonably required to accom¬ 
plish Its intended physical or technical 
effect, and so that the biological avail¬ 
ability of the vitamin(s) and mineral(s) 
is not impaired by the presence of such 
substance. Any such substance shall not 
be a food additive or color additive as 
defined In section 201 <s) or (t) of the 
act; or If it is a food additive or color 
additive as so defined, it shall be used 
In conformity with regulations estab¬ 
lished pursuant to section 409 or 706 of 
the act. 

<h) Nomenclature. (1) The name of a 
dietary supplement shall consist of a 
term descriptive of the vitamin and/or 
mineral composition of the product, as 
established in paragraph (h)(2) of this 
section, together with a phrase or 
Phrases designating the group's) for 
which the supplement is Intended, as 
established in paragraph (h>(3> of this 
section. e.g., •multivitamin and multi- 
mineral supplement for children under 
* years of age”; “dietary supplement of 
v:tamin C and E for adults”. The name 
or the dietary supplement shall appear 
prominently and conspicuously on the 
Principal display panel is) of the label, 
nie letters or phrasc(s) designating the 
consumer group (s) for which the prod¬ 
uct is represented shall be no less than 
one-third the size of those used in the 
term descriptive of the composition of 


the product. In addition to the name 
prescribed by this paragraph, a dietary 
supplement may be labeled with a pro¬ 
prietary name: Provided . That it is not 
false or misleading in any particular. 

(2) The terms used to describe the 
vitamin and/or mineral composition of 
dietary supplements shall be as follows: 

(!) “Multivitamin and multimlneral 
supplement” for a dietary supplement 
containing all vitamins and minerals 
identified as -mandatory.” for the 
group is) for w hich the supplement is 
offered, in the table in paragraph 'd' <1> 
of this section. 

ill) “Multivitamin supplement” for a 
dietary supplement containing all vita¬ 
mins identified as “mandatory.” for the 
group<s) for which the supplement Ls 
offered, in the table in paragraph (d) (1) 
of this section. 

iili> “Multimineral supplement” for a 
dietary supplement containing all min¬ 
erals Identified as “mandatory." for the 
group(s) for w’hlch the supplement Is 
offered, in the table in paragraph (d> 
(1) of this section. 

<iv) “Multivitamin and Iron supple¬ 
ment” or “multivitamin supplement with 
iron” for a dietary supplement contain¬ 
ing all vitamins Identified as "manda¬ 
tory," for the groupss) for w'hich the 
supplement is offered. In the table In 
paragraph (d)(1) of this section and the 
mineral iron. 

<v> “-supplement” for a dietary 

supplement containing a single vitamin 
or mineral listed in paragraph <d> of 
this section • the blank to be filled in with 
the name of the vitamin or mineral) . 

• vi> “Dietary supplement of vitamins 
A. D. and C” for a preparation comply¬ 
ing with paragraph (b)(1) (v) of this 
section, provided that if vitamin E is in¬ 
cluded. the term shall read — • • vita¬ 
mins A. D. C. and E • • V* and that if 
iron Is included, the term shall conclude 

with • • with iron" or.and 

iron." 

•vii) If, pursuant to section 411 <aMl> 
of the act and paragraph <e>(l) of this 
section, the dietary supplement contains 
more than one vitamin or mineral but 
does not meet the criteria for any of the 
preparations identified In paragraph (h> 
(2) <i) through (vi) of this section, the 
preparation shall bear a term that is ac¬ 
curately descriptive of Its vitamin and 
or mineral composition. e.g., "dietary 
supplement of vitamins A, C. and E." 
The term ‘multivitamin’’ shall not be 
used to describe a product which fails to 
provide all of the vitamins identified as 
"mandatory." for the group's) for 
which the supplement is offered, in the 
table in paragraph <d). except as pro¬ 
vided in the second proviso clause of 
paragraph <b)(l> of thte section with 
respect to a Liquid multivitamin prepa¬ 
ration which does not include folic acid, 
and the term “multivitamin” shall not be 
used to describe a product which fails to 
provide ail of the minerals identified as 
“mandatory," for the group's) for which 
the supplement Is offered, in the table In 
paragraph (d)(1) of this section 
<3) The phrases used to designate the 
group(s) for which a dietary supplement 
is intended shall be as follow-s 


(i> “For infants.” 

(li) “For children under 4 years of 
age.” 

(ill) “For adults and children 4 or 
more years of age." 

<iv> "For pregnant or lactating 
women.” 

<v) If. pursuant to section 411 'a) a > 
of the act and paragraph (e> (1) of this 
section, a dietary supplement does not 
comply with the formulation and po¬ 
tency criteria established in paragraphs 
(b> and <c) of this section, the supple¬ 
ment may not be offered for any of the 
groups identified in paragraph Oim3) 
<i) through (iv) because the exemption 
from formulation and potency restric¬ 
tions authorized by section 411(a)<1 > of 
the act and paragraph (e)(1) of this 
section does not apply to preparations 
offered for use by persons under 12 years 
of age or by pregnant or lactating 
women Such a preparation shall accu¬ 
rately identify the group for which it is 
offered, e.g., "For adults” or “For per¬ 
sons 12 yearn of age or older, other than 
pregnant or lactating women.” 

(1) Format lor listing vitamins and 
minerals. (1) Immediately following the 
name of the dietary supplement 'i.e.. the 
term descriptive of the vitamin and/or 
mineral composition of the product to¬ 
gether with the phrase or phrases desig¬ 
nating the group's) for which the sup¬ 
plement is Intended, as required by para¬ 
graph *h) of this section) on the princi¬ 
pal display panel, or on the information 
panel pursuant to 5 101.2 of this chapter 
if insufficient space is available on the 
principal display panel, the label shall 
bear a listing in tabular form of each of 
the vitamins and/or minerals supplied by 
the specified dally quantity of the die¬ 
tary supplement, such daily quantity 
being specified at the top of the list. (In 
the event a dietary supplement is offered 
for more than one group, the specified 
daily quantity and listing of vitamins 
and/or minerals for each group shall be 
stated separately on the label.) The vita¬ 
mins and/or minerals shall be described 
by the names appearing in paragraph 
<d> of this section and shall be grouped 
and identified separately as “vitamins” 
and/or “minerals” without reference to 
mandatory” or “optional.” Within each 
category (Le.. “vitamins” and “miner¬ 
als"). the vitamins or minerals shall ap¬ 
pear in the order listed In paragraph id» 
of this section. The quantity of each vi¬ 
tamin and or mineral present in a spec¬ 
ified daily quantity of the dietary sup¬ 
plement shall be stated as a part of this 
list and expressed in percentage of the 
U.8. RDA for each group for which the 
supplement is offered. The quantity of 
each vitamin and/or mineral present in 
the specified daily quantity of the die¬ 
tary supplement shall also appear in the 
tabular listing in terms of the unit of 
measure specified in paragraph (d)(1) 
of this section: Provided . That If the die¬ 
tary supplement includes a vitamin or 
mineral for which no U.S. RDA has been 
established, the listing shall state the 
quantity in standard metric units of 
weight of each such nutrient supplied by 
the food when consumed in the specified 
quantity during a period of 1 day. ac- 
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corapanied by the statement '‘No U.S. 
Recommended Daily Allowance (U.8. 
RDA) has been established for this nu¬ 
trient/* or followed by an asterisk refer¬ 
ring to another asterisk placed at the 
bottom of the table and followed by that 
statement. 


(2) For determining the percentage 
contents of the U J&. RDA*s present In the 
dietary supplement, the quantitative 
content of the following vitamins shall 
be calculated in terms of the following 
chemically Identifiable reference forms: 


ICcfermoe form 


Nonir 

EmiSfk'ftl formula 

MnkniUr 



wditlit 


suant to section 404 of the act for such 
temporary period of time as may be nec¬ 
essary to protect the public health. 

<e> “Manufacture, processing, or pack¬ 
ing of food in any locality” means activ¬ 
ities conducted in a single plant or 
establishment, a series of plants under 
a single management, or all plants in 
an industry or region, by a manufac¬ 
turer. processor, or packer. 

§ 108..) Dr terminal Ion of llir nerd for a 
permit* 


V Until lit V 
folk Kill - - 
Tltinmliii* 

KUmfluvIn. 

Niacin 
Vitamin Iti 
Vitamin Bn 

UUHin. 

1‘sntollu'nk* acid 


/ ..r I i. M . ! 

. _ Ptm.yl nvono-//-fliUamk- odd- 

Thiamin* chlorltJ* hydrochloride 

Riboflavin - 

. Nicotinic add . 

Pyridoxin* .. 

(’yanocobalamln .. 

//-Biotin... 

.. />• PanUdhuidc acid. . 


< iIIiOi 

t‘i*IIiiNrOi 

Csilli-GlN^OttVCI 

<VlUN*o» 

c«H*NO, 

C.n,iNO, 

CvflMToNufitiP 

rdi p no* 


l«L 12 

441.41 

:cc. 2 & 

mr 
12111 
UK*, is 

244. SI 
21H » 


(3> The following synonyms may be 
added in parentheses immediately fol¬ 
lowing the name of the vitamin in the 
listing described in paragraph (1M1> of 
litis section: 

Vitamin Synonym 

Vitamin C. Aaoorbtc acid. 

Folic acid. Ftolacln. 

Riboflavin .. Vitamin B, 

Till amine-- Vitamin B, 

<ji List of ingredients . A separate list 
of all ingrecycnts used in the manufac¬ 
ture of the product shall be included on 
the panel pursuant to the requirements 
of Part 101 of this chapter. Such Ust shall 
include the natural source or chemical 
form of each Individual nutrient present 
in the dietary supplement. 

*k> Dietary supplements containing 
alcohol . When a dietary supplement is 
in liquid form and contains alcohol, the 
label shall state the percent-by-volume 
of alcohol present. 

(1) Expiration date. A dietary supple¬ 
ment containing one or more nutrients 
subject to deterioration below the labeled 
value before consumption shall bear on 
its outside wrapper or container, as well 
as on the label of its immediate con¬ 
tainer. the statement: “Expiration date 

_/• the blank to be filled in with 

a month and year. The expiration date 
shall be the date selected by the manu¬ 
facturer. packer, or distributor of the 
dietary supplement on the basis of tests 
or other Information showing that the 
dietary supplement, until that date, un¬ 
der the conditions of handling, storage, 
and use prescribed by directions appear¬ 
ing on its label, or. In the absence of 
such prescribed directions, under cus¬ 
tomary or usual conditions of handling, 
storage and use. will contain not less 
than the quantity of each such vitamin 
and/or mineral, as set forth on Its label, 
when consumed. 

im) Conspicuousness of labeling. All 
labeling information required by this 
section shall appear with the conspic¬ 
uousness required by section 403(f) of the 
act and f 101.2 of this chapter. In addi¬ 
tion. the following labeling requirements 
fchall be met: 

H> The Ust of nutrients required by 
paragraph (i)(l> of this section shall 
appear In uniform type size. 

(2) The synonyms permitted by para¬ 
graph (i> (3) of this section, if used, and 


the Ust of ingredients required by para¬ 
graph <J> of this section shaU appear in 
uniform type size, and in type size no 
larger than that used for the list of nu¬ 
trients required by paragraph <IM1> of 
this section. 

Certain labeling prohibitions. Be¬ 
cause dietary* supplements are foods for 
special dietary use. the labels and label¬ 
ing for dietary supplements are subject to 
the prohibitions contained in § 105.60<b« 
in addition to the requirements of this 
section. 

(Sec* 201 (nl. 401. 403 (a) and <J). 411. 701 
in) and («>. 52 Stat, 1041. 1040-1048. 1056. 
70 Stat. 919. 90 8UI. 410-411 (21 U.8.C. 321 
<n). 341, 343 (a) and (jj. 350. 371 (a) and 
(•!>.) 


PART 108—EMERGENCY PERMIT 
CONTROL 

Subpart A—Gmaral Provision* 

Sec. 

108 3 DcanlUons 

108 5 Do termination of the need for a 

permit. 

108 6 Revocation of determination of need 
for permit 

108 7 Issuance or denial of permit 
10810 Suspension and reinatatement of 
permit. 

106.12 Manufacturing, processing, or pack¬ 
ing without a permit, or In viola¬ 
tion of a permit. 

10819 KAtabUshment of requirement* for 
exemption from section 404 of the 
act . * 

Sub pan B—Specific Requirements and Condi¬ 
tions tor Exemption From or Compliance With 
an Emergency Permit 

108.35 Thermal processing of low-acid foods 
packaged In hermetically sealed 
containers. 

AuTUoarrr: Secs. 402. 404. 701, 62 Stat. 
1048-1047 a* amended, 1048. 1065-1058 sa 
amended bv 70 Stat. 919 and 72 Stat. 948 ( 21 
US.c. 342, *344. 371). 

Subpart A—General Provisions 
§ 108.3 Definition*. 

<a> The definitions contained in sec¬ 
tion 201 of the Federal Food. Drug, and 
Cosmetic Act are appUcablc to such 
terms when used in this part. 

(b> “Commissioner*' means the Com¬ 
missioner of Food and Drugs. 

<c> “Act” means the Federal Food. 
Drug, and Cosmetic Act. as amended. 

<d) “Permit** means an emergency 
permit issued by the Commissioner pur- 


<a> Whenever the Commissioner de¬ 
termines after investigation that a man¬ 
ufacturer. processor, or packer of a food 
for which a regulation has been promul¬ 
gated In Subpart B of this port docs not 
meet the mandatory conditions and re¬ 
quirements established in such regula¬ 
tion. he shall issue to such manufacturer, 
processor, or packer an order determin¬ 
ing that a permit shall be required before 
the food may be introduced or delivered 
for introduction into interstate commerce 
by that person. The order shall specify 
the mandatory’ conditions and require¬ 
ments with which there is a lack of 


compliance. 

(1) The manufacturer, processor, or 
packer shall have 3 working days after 
receipt of such order within which to file 
objections. Such objections may be filed 
by telegram, telex, or any other mode of 
written communication addressed to the 
Food and Drug Administration. Bureau 
of Foods. 200 C St SW.. Washington 
DC 20204. If such objections arc filed, 
the determination is stayed pending a 
healing to be held within 5 working days 
after the filing of objections on die 
issues involved unless the Commissioner 
determines that the objections raise no 
genuine and substantial issue of fact to 
justify a hearing. 

(2) If the Commissioner finds that 
there is an imminent hazard to health, 
the order shall contain this finding and 
the reasons therefor, and shall state that 
the determination of the need for a per¬ 
mit is effective immediately pending on 
exoedited hearing. 

^ Hearing under this section shall 
be conducted by the Commissioner or hU 
designee at a location agreed upon by 
the objector and the Commissioner or. tl 
such agreement cannot be reached, at a 
location designated by the Commissioner 
The manufacturer, processor, or parser 
shall have the right to cross-examine the 
Pood and Drug Administrations wit¬ 
nesses and to present witnesses on his 
own behalf. 

(c) Within 5 working days after the 
hearing, and based on the evidence pre¬ 
sented at the hearing, the Commissioner 
shall determine whether a permit is re¬ 
quired and shall so inform the manu¬ 
facturer, processor, or packer in writ¬ 
ing, with the reasons for his decision 

(d> The Commissioner's determine- 
tlon of the need for a permit consllWtM 
final agency action from which app< 
lies to the courts. The Cfciwnlialon^ 
will not stay a determination of the mw 
for a permit pending court appeal ex¬ 
cept in unusual circumstances, but wm 

any such 


appeal. 
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g 108.6 Revocation of determination of 
nerd for permit. 

( a) A permit shall be required only 
during such temporary period as is nec¬ 
essary to protect the public health. 

(b) Whenever the Commissioner has 
reason to believe that a permit holder Is 
In compliance with the mandatory re¬ 
quirements and conditions established In 
Subpart B of this port and is likely to re¬ 
main In compliance, he shall, on his own 
initiative or on the application of the 
permit holder, revoke both the deter¬ 
mination of need for a permit and the 
permit that had been issued. If denied, 
the applicant shall, upon request, be af¬ 
forded a hearing conducted in accord¬ 
ance with 6 108.5 (b) and (c> as soon as 
practicable. 8uch revocation is without 
prejudice to the initiation of further 
permit proceedings with respect to the 
same manufacturer, processor, or packer 
should later information again show the 
need for a permit. 

§ 108.7 lft»tiatK*r or denial of permit. 

<&> After a determination and notifi¬ 
cation by the Commissioner in accord¬ 
ance with the provisions of § 108.5 that a 
manufacturer, processor, or packer re¬ 
quires a permit, such manufacturer, 
processor, or packer may not thereafter 
introduce or deliver for introduction into 
interstate commerce any such food man¬ 
ufactured, processed, or packed by him 
unless he holds a permit issued by the 
Commissioner or obtains advance written 
approval of the Pood and Drug Admin¬ 
istration pursuant to 8 108.12(a). 

<b) Any manufacturer, processor, or 
packer for whom the Commissioner has 
made a determination that a permit is 
necessary may apply to the Commis¬ 
sioner for the issuance of such a permit. 
The application shall contain such data 
and Information as Is necessary to show 
that all mandatory requirements and 
conditions for the manufacturer, process¬ 
ing or packing of a food for which regu¬ 
lations are established In Subpart B of 
this part are met and, in particular, shall 
show that the deviations specified in the 
Commissioner’s determination of the 
need for a permit have been corrected or 
suitable interim measures established. 
Within 10 working days after receipt of 
such application, (except that the Com¬ 
missioner may extend such time an ad¬ 
ditional 10 working days where ncces- 
s&^y). the Commissioner shall Issue a 
permit, deny the permit, or offer the ap¬ 
plicant a hearing conducted in accord¬ 
ance with 8 108.5 (b> and (c) as to 
whether the permit should be tssued. The 
Commissioner shall Issue such a permit 
to which shall be attached, in addition 
to the mandatory requirements and con¬ 
ditions of Subpart B of this part, any ad¬ 
ditional requirements or conditions 
which may be necessary to protect the 
public health if he finds that all manda¬ 
tory requirements and conditions of Sub- 
part B of this part arc met or suitable 
interim measures are established. 

< c) Denial of a permit constitutes final 
agency action from which appeal lies to 
the courts. The Commissioner will not 
stay such denial pending court appeal 


except in unusual circumstances, but will 
participate in expediting any such ap¬ 
peal. 

§ 108.10 $u*i>rrtMon mid rcin^Ltlriucjil 
of permit. 

• a) Whenever the Commissioner finds 
that a permit holder is not in compliance 
with the mandatory requirements and 
conditions established by the permit, he 
shall immediately suspend the permit 
and so inform the permit holder, with 
the reasons for the suspension. 

<b> Upon application for reinstatement 
of a permit the Commissioner shall, 
within 10 working days, reinstate the 
permit if he finds that the person is in 
compliance with the mandatory require¬ 
ments and conditions established by the 
permit or deny the application. 

<c> Any person whose permit has been 
suspended or whose application for re¬ 
instatement has been denied may re¬ 
quest a hearing. The hearing shall be 
conducted by the Commissioner or his 
designee within 5 working days of receipt 
of the request at a location agreed upon 
by the objector and the Commissioner or. 

If an agreement cannot be reached, at a 
location designated by the Commissioner. 
The permit holder shall have the right 
to present witnesses on his own behalf 
and to cross-examine the Pood and Drug 
Administration’s witnesses. 

(d» Within 5 working days after the 
hearing, and based on the evidence pre¬ 
sented at the hearing, the Commissioner 
shall determine whether the permit shall 
be reinstated and shall so inform the per¬ 
mit holder, with the reasons for his 
decision. 

<e> Denial of an application for rein¬ 
statement of a permit constitutes Anal 
agency action from which appeal lies to 
the courts. The Co mm is loner will not 
stay such denial pending court appeal ex¬ 
cept in unusual circumstances, but will 
participate in expediting any such ap¬ 
peal. 

S 108.12 Manufacturing, procc?»ing, or 
tMcking without a permit, or in vio¬ 
lation of a permit. 

(a) A manufacturer, processor, or 
packer may continue at his own risk to 
manufacture, process, or pack without a 
permit a food for which the Commis¬ 
sioner has determined that a permit is 
required. All food so manufactured, proc¬ 
essed. or packed during such period 
without a permit shall be retained by the 
manufacturer, processor, or packer and 
may not be introduced or delivered for 
introduction into interstate commerce 
without the advance written approval of § 
the Pood and Drug Administration. Such ■ 
approval may be granted only upon an 
adequate showing that such food is free 
from microorganisms of public health 
significance. The manufacturer, proc¬ 
essor. or packer may provide to the Com¬ 
missioner. for his consideration In mak¬ 
ing any such determination, an evalua¬ 
tion of the potential public health sig¬ 
nificance of such food by a competent 
authority in accordance with procedures 
recognized as being adequate to detect 
any potential hazard to public health. 


Within 20 working days after receipt of 
a written request for such written ap¬ 
proval the Pood and Drug Administra¬ 
tion shall either issue such written ap¬ 
proval or deny the request. If the request 
is denied, the applicant shall, upon re¬ 
quest, be afforded a prompt hearing con¬ 
ducted in accordance with § 108 5 <b) 
and <c>. 

(b> Except as provided in paragraph 
• a) of this section, no manufacturer, 
processor, or packer may introduce or de¬ 
liver for introduction into interstate 
commerce without a permit or in viola¬ 
tion of a permit a food for which the 
Commissioner has determined that a 
permit is required. Where a manufac¬ 
turer. processor, or packer utilizes a con¬ 
solidation warehouse or other storage 
facility under his control, interstate ship¬ 
ment of any such food from the point of 
production to that warehouse or storage 
facility shall not violate this paragraph, 
provided that no further introduction or 
delivery for introduction into Interstate 
commerce la made from that consoli¬ 
dated warehouse or storage facility ex¬ 
cept as provided In paragraph (a > of this 
section. 

§ 108.10 Eftaklidtftieiil of rrquirrnuith 
for exemption from section IOI of 
the net. 

«a» Whenever the Commissioner finds 
after investigation that the distribution 
in interstate commerce of any class of 
food may, by reason of contamination 
with microorganisms during the manu¬ 
facture, processing, or packing thereof 
in any locality, be injurious to health, 
and that such injurious nature cannot 
be adequately determined after such 
articles have entered interstate com¬ 
merce, he shall promulgate regulations 
in Subpart B of this part establishing 
requirements and conditions governing 
the manufacture, processing, or packing 
of the food necessary to protect the 
public health. Such regulations may be 
proposed by the Commissioner on his 
own initiative or in response to a petition 
from any interested person pursuant to 
Part 3 of this chapter. 

(b) A manufacturer, processor, or 
packer of a food for which a regulation 
has been promulgated in Subpart B of 
tills part shall be exempt from the re¬ 
quirement for a permit only if he meets 
all of the mandatory requirements and 
conditions established in that regulation. 

Subpart B —Specific Requirements and 
Conditions for Exemption From or Com¬ 
pliance With an Emergency Permit 

108.3.> Thermal prornmlnjr of low-acid 
food* packaged in hermetically 
aralcd container*. 

(a) Inadequate or improper manufac¬ 
ture. processing, or packing of thermally 
processed low-acid foods in hermet¬ 
ically sealed containers may result in 
the distribution in interstate commerce 
of processed foods that may be Injurious 
to health. The harmful nature of such 
foods cannot be adequately determined 
after these foods have entered Into In¬ 
terstate commerce. The Commissioner of 
Food and Drugs therefore finds that. In 
order to protect the public health, tt may 
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be necessary to require any commercial 
processor. In any establishment engaged 
in the manufacture, processing, or pock¬ 
ing of thermally processed low-acid foods 
In hermetically sealed containers, to ob¬ 
tain and hold a temporary emergency 
permit provided for under section 404 of 
the Federal Food, Drug, and Cosmetic 
Act Such a permit may be required 
whenever the Commissioner finds, after 
investigation, that the commercial proc¬ 
essor has foiled to fulfill all the require¬ 
ments of tills section. Including registra¬ 
tion and the filing of process informa¬ 
tion. and the mandatory portions of 
Part 113 of this chapter. These require¬ 
ments are intended to ensure safe manu¬ 
facture. processing, and packing pro¬ 
cedures and to permit the Food and Drug 
Administration to verify that these pro¬ 
cedures arc being followed. Such failure 
shall constitute prima facie basis for the 
immediate application of the emergency 
permit control provisions of section 404 
of the act to that establishment, pur¬ 
suant to the procedures established In 
Subpart A of this part. 

<b> The definitions in l 113.3 of this 
chapter are applicable when such terms 
are used In this section. 

(c) Registration and process filing. 
(1) Registration. A commercial proces¬ 
sor when first engaging in the manufac¬ 
ture, processing, or packing of thermally 
processed low-acid foods in hermetically 
sealed containers in any state, as defined 
in section 201(a) <1> of the act. shall, 
not later than 10 days after first so 
engaging, register with the Food and 
Drug Administration on Form FD-2541 
(food canning establishment registra¬ 
tion) information including (but not lim¬ 
ited to) his name, principal place of busi¬ 
ness. the location of each establishment 
in which such processing is carried on, 
the processing method in terms of the 
tvpo of processing equipment employed, 
and a list of the low-acid foods so proc¬ 
essed in each such establishment. These 
forms are available from the Food and 
Drug Administration, Bureau of Foods. 
Industry Guidance Branch, HFF-326, 
200 C St. SW., Washington. DC 20204. 
or at any Food and Drug Administration 
district office. The completed form shall 
be submitted to the Food and Drug Ad¬ 
ministration. Bureau of Foods, Division 
of Food Technology. HFF-419, 200 C St. 
SW.. Washington. DC 20204. Commer¬ 
cial processors presently so engaged shall 
register not later than July 13. 1973. 
Commercial processors duly registered in 
accordance with this section shall no¬ 
tify the Food and Drug Administration 
not later than 90 days after such com¬ 
mercial processor ceases or discontinues 
the manufacture, processing, or packing 
of thermally processed foods in any es¬ 
tablishment: Provided. That such notifi¬ 
cation shall not be required as to the 
temporary cessation necessitated by the 
seasonal character of the particular es¬ 
tablishment’s production or caused by 
temporary conditions including but not 
limited to strikes, lockouts, fire, or acts 
of God. 

12> Process filing. A commercial proc¬ 
essor engaged in the thermal processing 


of low-acid foods packaged in hermeti¬ 
cally sealed containers shall, not later 
than 60 days after registration and prior 
to the packing of a new product, provide 
the Food and Drug Administration in¬ 
formation as to the scheduled processes 
including but not limited to the proc¬ 
essing method, type of retort or other 
thermal processing equipment employed, 
minimum initial temperatures, times and 
temperatures of processing, sterilizing 
value <Fo>. or other equivalent scien¬ 
tific evidence of process adequacy, criti¬ 
cal control factors aftecting heat pene¬ 
tration, and source and date of the estab¬ 
lishment of the process, for each such 
low-acid food in each container size: 
Provided. That the filing of such infor¬ 
mation does not constitute approval of 
the information by the Food and Drug 
Administration, and that information 
concerning processes and other data so 
filed shall be regarded as trade secrets 
within the meaning of 21 U.S.C. 331 (J) 
and 18 U.S.C. 1905. This information 
shall be submitted on the following forms 
as appropriate: Form FD-2541a (food 
canning establishment and process filing 
for still retort processes), Form FD-254lb 
(food canning establishment and process 
filing for agitating processes), or Form 
FD-2541c (food canning establishment 
and process filing for other than still re¬ 
tort and agitating processes). These 
forms are available from the Food and 
Drug Administration. Bureau of Foods, 
Industry Guidance Branch, HFF-326, 
200 C St. SW.. Washington. DC 20204, or 
at any Food and Drug Administration 
district office. The completed form(s) 
shall be submitted to the Food and Drug 
Administration. Bureau of Foods. Divi¬ 
sion of Food Technology , HFF-419, 200 
C St. SW.. Washington, DC 20204. 

(1) If all the necessary information Is 
not available for existing products, the 
processor shall, at the time the existing 
information is provided to the Food and 
Drug Administration request in writing 
an extension of time for submission of 
such information, specifying what addi¬ 
tional information is to be supplied and 
the date by which it is to be submitted. 
Within 30 working days after receipt of 
such request the Food and Drug Admin¬ 
istration shall either grant or deny such 
request in writing. 

(U> If a packer intentionally makes a 
change in a previously filed scheduled 
process by reducing the initial tempera¬ 
ture or retort temperature, reducing the 
time of processing, or changing the prod¬ 
uct formulation, the container, or any 
other condition basic to the adequacy of 
scheduled process, he shall prior to using 
such changed process obtain substantia¬ 
tion by qualified scientific authority as 
to its adequacy. Such substantiation may 
be obtained by telephone, telegram, or 
other media, but must be promptly re¬ 
corded. verified in writing by the author¬ 
ity. and contained in the packer’s files 
for review by the Food and Drug Ad¬ 
ministration. Within 30 days after first 
use, the packer shall submit to the Food 
and Drug Administra tion, Bureau of 
Poods. 200 C St. 8W., HFF-419. Wash¬ 
ington. DC 20204 a complete description 


of the modifications made and utilized 
together with a copy of his file record 
showing prior substantiation by a quali¬ 
fied scientific authority as to the safety 
of the changed process. Any Intentional 
change of a previously filed scheduled 
process or modification thereof in which 
the change consists solely of a Higher 
Initial temperature, a higher retort tem¬ 
perature. or a longer processing time, 
shall not be considered a change subAjet 
to this paragraph, but If that modifica¬ 
tion is thereafter to be regularly sched¬ 
uled. the modified process shall be 
promptly filed as a scheduled process, 
accompanied by full information on the 
specified forms as provided in this 
paragraph. 

(ill) Many packers employ an “oper¬ 
ating" process in which retort operators 
are instructed to use retort temperature 
and/or processing times slightly In ex¬ 
cess of those specified in the scheduled 
process as a safety factor to compensate 
for minor fluctuations in temperature or 
time to assure that the minimum times 
and temperatures in the scheduled proc¬ 
ess are always met. This would not con¬ 
stitute a modification of the scheduled 
process. 

(3) Process adherence and informa¬ 
tion. (!) A commercial processor engaged 
In the thermal processing of low-acid 
foods packaged in hermetically sealed 
containers in any registered establish¬ 
ment shall process each low-acid food 
In each container size in conformity with 
at least the scheduled processes and 
modifications filed pursuant to paragraph 
(c) (2) of this section. 

(!l> Process information availability 
When requested by the Food and Drug 
Administration In writing, a commercial 
processor engaged in thermal processing 
of low-acid foods packaged in hermeti¬ 
cally sealed containers shall provide the 
Food and Drug Administration with any 
information concerning processes and 
procedures which is deemed necessary 
by the Food and Drug Administration to 
determine the adequacy of the process 
Provided. That the furnishing of such 
information does not constitute approval 
of the information by the Food and Dnit: 
Administration, and that the information 
concerning processes and other data so 
furnished shall be regarded as trade se¬ 
crets within the meaning of 21 U.S.C. 331 
(J) and 18 U.8.C. 1905. 

id ) A commercial processor engaged in 
the thermal processing of Jow-acid foods 
packaged in hermetically sealed contain¬ 
ers shall promptly report to the Food 
and Drug Administration any Instance 
of spoilage or process deviation the na¬ 
ture of which indicates potential health 
significance where any lot of such food 
has in whole or in part entered distribu¬ 
tion. 

<e) A commercial processor 
in thermal processing of low-acid food^ 
packaged In hermetically sealed contain¬ 
ers shall promptly report to the Food 
and Drug Administration any instance 
wherein any lot of such food, which may 
be injurious to health by reason or con¬ 
tamination with microorganisms, has in 
whole or in part entered distribution. 
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(f) A commercial processor engaged in 
the thermal processing of low-acid foods 
packaged In hermetically sealed contain¬ 
ers shall have prepared and In his 
files a current procedure which he will 
use for products under his control and 
which he will ask his distributor to fol¬ 
low. Including plans for effecting recalls 
of any product that may be Injurious to 
health: for Identifying, collecting, ware¬ 
housing, and controlling the product; for 
determining the effectiveness of such re¬ 
call; for notifying the Pood and Drug 
Administration of any such recall; and 
for implementing such recall program. 

<g) All operators of retorts, thermal 
processing systems, aseptic processing 
and packaging systems, or other thermal 
processing systems, and container clo¬ 
sure Inspectors shall be under the op¬ 
erating supervision of a person who has 
attended a school approved by the Com¬ 
missioner for giving instruction In retort 
operations, aseptic processing and pack¬ 
aging systems operations or other 
thermal processing systems operations, 
and container closure inspections, and 
has satisfactorily completed the pre¬ 
scribed course of instruction; Provided. 
That this requirement shall not apply in 
die State of California as listed in para¬ 
graph (J) of this section and shall not 
apply until March 25. 1075 In any other 
State. The Commissioner will not with¬ 
hold approval of any school qualified to 
give such instruction. 

<h) A commercial processor engaged 
in the thermal processing of low-acid 
foods packaged in hermetically sealed 
containers shall prepare, review, and re¬ 
tain at the processing plant for a period 
of not less than one year, and at the 
processing plant or other reasonably ac¬ 
cessible location for an additional two 
years, all records of processing, devia¬ 
tions in processing, container closure in¬ 
spections, and other records specified iff 
Part 113 of this chapter. If during the 
first year of the three-year record reten¬ 
tion period the processing plant is closed 
for a prolonged period between seasonal 
Packs, the records may be transferred to 
*ome other reasonably accessible loca¬ 
tion at the end of the seasonal pack. 
Upon written demand during the course 
or a factory inspection pursuant to sec¬ 
tion 704 of the act by a duly authorized 
employee of the Pood and Drug Ad¬ 
ministration. a commercial processor 
shall permit the Inspection and copying 
hy such employee of these records to 
verify the adequacy of processing, the 
integrity of container closures and the 
coding of the products. 

‘i> This section shall not apply to the 
commercial processing of any food proc- 
c^ed under the continuous inspection of 
tnc meat and poultry inspection program 
oi the Animal and Plant Health Inspec¬ 
tion Service of the Department of Agri- 
< ulture under the Federal Meat Inspcc- 
ion Act <34 Slat. 1256, as amended by 81 
^ t « 584 <21 U - S -C. 601 et seq.)) and 
uje Poultry Products Inspection Act <71 

TTflVll'.* 1 by 62 Stai. 791 <21 

V.S.C. 451etscq )). 

Compliance with state rcgula- 
tons: (1> Wherever the Commissioner 


finds that any State regulates the com¬ 
mercial thermal processing of low-acid 
foods in accordance with effective regu¬ 
lations specifying at least the require¬ 
ments of Part 113 of this chapter, he 
shall Issue a notice stating that compli¬ 
ance with such State regulations shall 
constitute compliance with Part 113 of 
tills chapter. However, the provisions of 
this section shall remain applicable to 
the commercial processing of low-acid 
foods in any such State, except that, 
either the State through its regulatory 
agency or each processor of low-acid 
foods in such State shall filed with the 
Bureau of Foods the registration in¬ 
formation and the processing informa¬ 
tion prescribed in paragraph <c» of this 
section. 

(2) The Commissioner finds that the 
regulations adopted by the State of Cali¬ 
fornia under the laws relating to cannery 
inspections governing thermal processing 
of low-acid foods packaged in hermeti¬ 
cally sealed containers satisfy the re¬ 
quirements of Part 113 of this chapter. 

Accordingly, processors, who under the 
laws relating to cannery Inspections are 
licensed by the State of California and 
who comply with such state regulations, 
shall be deemed to comply with the re¬ 
quirements of Part 113 of this chapter. 

<k) Imports; <1) This section shall 
apply to any foreign commercial proc¬ 
essor engaged In the thermal processing 
of low-acid foods packaged In hermeti¬ 
cally scaled containers and offering such 
foods for import Into the United States 
except that, in lieu of providing for the 
Issuance of an emergency permit under 
paragraph (a) of this section, the Com¬ 
missioner will request the Secretary of 
the Treasury to refuse admission Into the 
United States, pursuant to section 801 of 
the act. of any such low-acid foods which 
the Commissioner determines, after In¬ 
vestigation. may result In the distribu¬ 
tion In Interstate commerce of processed 
foods that may be Injurious to health as 
set forth In paragraph (a) of this sec¬ 
tion. 

12) Any such food refused admission 
shall not be admitted until such time as 
the Commissioner may determine that 
the commercial processor offering the 
food for import is in compliance with 
the requirements and conditions of this 
section and that such food is not injuri¬ 
ous to health. For the purpose of making 
such determination, the Commissioner 
reserves the right for a duly authorized 
employee of the Food and Drug Adminis¬ 
tration to inspect the commercial proc¬ 
essor’s manufacturing, processing, and 
packing facilities. 

U) The following data and informa- I 
Uon submitted to the Food and Drug Ad¬ 
ministration pursuant to this section are 
not available for public disclosure unless 
they have been previously disclosed to 
the public os defined In | 4.81 of this 
chapter or they relate to a product or 
ingredient that has been abandoned and 
they no longer represent a trade secret 
or confidential commercial or financial 
Information ns defined in J 4 81 of this 
chapter: 


<I> Manufacturing methods or proc¬ 
esses, Including quality control infor¬ 
mation. 

(2) Production, sales, distribution, and 
similar data and information, except 
that any compilation of such data and 
information aggregated and prepared 
in a way that does not reveal data or in¬ 
formation which Is not available for pub- 
lice disclosure under this provision Is 
available for public disclosure. 

(3) Quantitative or semiquantitative 
formulas. 


PART 109—UNAVOIDABLE CONTAMI¬ 

NANTS IN FOOD ANO FOOD PACKAGING 
MATERIAL 

Subpart A—General Provision* 

Se t\ 

109.3 DefliiitlonA and Interpretation* 

109 I ft Use of polychlorinated biphenyls 
(PCB’s) in establishments manu¬ 
facturing food-packaging mate¬ 
rials. 

Sutopsct B—Tolerances for Unavoidable 

Poisonous or DoJolariou* Substance* 

109.30 Temporary tolerances for polychlori¬ 
nated biphenyls (PCB’s). 

AuTitownr: Bees 402(a), 406. 409. 701. 62 
Slat 1046 aa amended, 1049 as amended, 
1065-1066 as amended by 70 Stat. 919 and 
72 Stat. 948. 72 Stat. 1785-1788 as amended 
(21 UJB.C. 342(a). 346. 348, 371). 

Subpart A—General Provision* 

§ 107..1 Definition* and interpretation*, 

■ a) The definitions and Interpretation* 
of terms contained in section 201 of the 
Federal Food, Drug, and Cosmetic Act 
shall be applicable to such terms when 
used in this part 

(b) Unavoidable natural, environ¬ 
mental, or industrial contaminants in¬ 
clude any poisonous or deleterious sub¬ 
stance added to any food where such 
substance cannot be avoided by good 
manufacturing practice. 

§ 109.15 Use of poly eli lor i u a t rd Di¬ 
phenyls (PCB’s) in c*t«blUhu>ent» 
manufacturing food>pa«*|»aging nu 
Ictitb. 

Polychlorinated biphenyls (PCB sl 
represent a class of toxic Industrial 
chemicals manufactured and sold under 
a variety of trade names, including: 
Aroclor (United States); Phcnoclor 
< France); Colphen (Germany); and 
Kanaclor (Japan). PCB’s are highly 
stable, heat resistant, and nonflamma¬ 
ble chemicals. Industrial uses of PCB's 
include, or did include in the past, their 
use as electrical transformer and capaci¬ 
tor fluids, heat transfer fluids, hydraulic 
fluids, and plasticizers, and in formula¬ 
tions of lubricants, coatings, and inks 
Their unique physical and chemical 
properties and widespread, uncontrolled 
industrial applications have caused 
PCB’s to be a persistent and ubiquitous 
contaminant In the environment, caus¬ 
ing the contamination of certain foods 
In addition, incidents have occurred in 
which PCB’s have directly contaminated 
animal feeds as a result of indust rial 
accidents (leakage or spillage of PCB 
fluids from plant equipment). These ac¬ 
cidents in turn caused the contamina¬ 
tion of food products intended for human 
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consumption 'meat, milk and eggs>. In¬ 
vest igattona by the Pood and Drug Ad¬ 
ministration have revealed that a signifi¬ 
cant percentage of paper food-packaging 
material contains PCB’* which can mi¬ 
grate to the packaged food, The origin 
of pen's tn such material is not fully 
understood. Reclaimed fibers containing 
carbonless copy paper (contains 3 to 5 
percent PCB’s) have been Identified ns 
a primary source of PCB’s In paper prod¬ 
ucts. Some virgin paper products have 
also been found to contain PCB's, the 
source of which is generally attributed 
to direct contamination from Industrial 
accidents from the use of PCB-comtain - 
ing equipment and machinery in food 
packaging manufacturing establish¬ 
ments, Since PCB’s are toxic chemicals, 
the PCB contamination of food-packag¬ 
ing materials as a result of industrial 
accidents, which can cause the PCB con¬ 
tamination of food, represents a hazard 
to public health. It is therefore necessary 
to place certain restrictions on the in¬ 
dustrial uses of PCB’s in establishments 
manufacturing food-packaging mate¬ 
rials. 

<b) The following special provisions 
are necessary to preclude the accidental 
PCB contamination of food-packaging 
materials: 

<1> New equipment or machinery* for 
manufacturing food-packaging materials 
shall not contain or use PCB’s. 

(2) On or before September 4. 1973. 
the management of establishments man¬ 
ufacturing food-packaging materials 
shall: . , 

(|> Have the heat exchange fluid used 
In existing equipment for manufacturing 
food-packaging materials sampled and 
tested to determine whether it contains 
PCB* or verify the absence of PCB's in 
such formulations by other appropriate 
means. On or before Sept. 4, 1973, any 
such fluid formulated with PCB’s must 
to the fullest extent posible commen¬ 
surate with current good manufacturing 
practices be replaced with a heat ex¬ 
change fluid that does not contain PCB’s. 

(ii> Eliminate to the fullest extent pos¬ 
sible commensurate with current good 
manufacturing practices from the estab¬ 
lishment any other PCB -containing 
equipment, machinery and materials 
wherever there is a reasonable expecta¬ 
tion that such articles could cause food- 
packaging materials to become contam¬ 
inated with PCB’s either as a result of 
normal use or as a result of accident, 
breakage, or other mishap. 

Oil) The toxicity and other charac¬ 
teristic* of fluids selected as PCB replace¬ 
ments must be adequately determined so 
that the least potentially hazardous re¬ 
placement is used. In making this deter¬ 
mination with respect to a given fluid, 
consideration should be given to (a) Its 
toxicity: Ct» the maximum quantity that 
could be spilled onto a given quantity of 
food before it would be noticed, taking 
into account it* color and odor; (c> pos¬ 
sible signaling devices in the equipment 
to indicate a loss of fluid, etc.; and (d> 
its environmental stability and tendency 
to survive and be concentrated through 
the food chain. The Judgment a* to 


whether a replacement fluid is suffi¬ 
ciently non-hazardous is to be made on 
an individual Installation and operation 

basis. 

Cc> The provisions of this section do 
not apply U> electrical transformers and 
condensers containing PCB’s in sealed 
containers. 

Subpart B—Tolerances for Unavoidable 

Poisonous or Deleterious Substances 

§ I04JS0 Temporary lolrraiiero for poly- 

rliloriiial*d biplicnvU (PUi'l). 

ia) Polyxhlorinated biphenyls *PCB’s* 
are toxic, industrial chemicals. Because 
of their widespread, uncontrolled indus¬ 
trial applications, PCB’s have become a 
persistent and ubiquitous contaminant in 
the environment. As a result, certain 
foods and animal feeds, principally those 
of animal and marine origin, contain 
PCB’s a* unavoidable, environmental 
contaminant*. PCB’s are transmitted to 
the food portion (meat, milk, and eggs> 
of food-producing animals ingesting 
PCB-contamlnated animal feed. In ad¬ 
dition. a significant percentage of paper 
food-packaging materials contain PCB’s 
which may migrate to the packaged food. 
The source of PCB’* in paper food-park¬ 
aging materials is primarily of certain 
types of carbonless copy paper (contain¬ 
ing 3 to 5 percent PCB’s) in waste paper 
stocks used for manufacturing recycled 
paper. Therefore, temporary tolerances 
for residues of PCB’s as unavoidable en¬ 
vironmental or industrial contaminants 
arc established for a sufficient period of 
lime following the effective date of this 
paragraph to permit the elimination of 
such contaminants at the earliest prac¬ 
ticable time. For the purposes of this 
paragraph, the term “polychlorinated 
biphenyls <PCB’s)” Is applicable to mix¬ 
tures of chlorinated biphenyl com¬ 
pound*. irrespective of which mixture of 
PCB’s is present as the residue. The tem¬ 
porary tolerances for residues of PCB's 
arc as follows: 

(1) 2.5 part* per million in milk (fat 

basts). _ 

(2) 2.5 part* per million in manufac¬ 
tured dairy products (fat basis). 

(3) 5 parts per million in poultry (fat 
basis*. 

(4) 0.5 parts per million in eggs. 

(5> 0.2 part* per million in finished 
animal feed for food-producing animats 
< except the following finished animal 
feeds: feed concentrates, feed supple¬ 
ment*. and feed premixes*. 

(6*2 part* per million in animal feed 
component* of animal origin, including 
fishmeal and other by-product* of ma¬ 
rine origin and in finished animal feed 
concentrates, supplement*, and premixes 
intended for food producing animals 

<7> 5 parts per million in fish and 
shellfish (edible portion) . The edible por¬ 
tion of fish excludes head, scales, viscera, 
and inedible bones. 

(8) 0.2 parts per million in infant and 
Junior foods. 

(9) 10 parts per million in paper food¬ 
packaging material Intended for or used 
with human food, finished animal feed 
and any components Intended for animal 
feeds. The tolerance shall not apply to 


paper food-packaging material separated 
from the food therein by a functional 
barrier which is impermeable to migra¬ 
tion of PCB’s. 

ib) A compilation entitled ’’Analytical 
Methodology for Polychlorinated Bi¬ 
phenyls. February 1973” for determinin'; 
compliance with the tolerances estab¬ 
lished in this section is available from 
the Hearing Clerk, Department of 
Health. Education, and Welfare, Room 
4-65. 5600 Fishers Lane. Rockville. MD 
20057. 

Port: At 38 FB 22704. Aug. 34, 1973. th* 
following appeared concerning f 109.30<ai(9) 
(formerly 122.10) ia)<9): 

• • • I 109.30(a) (0) b* hereby stayed pend¬ 
ing full review of the objection* and reque-.n 
for hearing. • • • 

In the interim, an stated in the final order 
(38 FR 18098) the Food and Dmg Admim - 
traUon wiU enforce the temporary tolerance 
level establlMhed by I I09^0(a)(») by eaiainir 
any paper food-packaging material ahtppc: 
tn interstate commerce after September 4. 
1973 containing higher than the specified 
level of PCB’s an adulterated In violation of 
see 402 of the art. 


PART 110—CURRENT GOOD MANUFAC¬ 
TURING PRACTICE IN MANUFACTUR¬ 
ING. PROCESSING. PACKING. OR 
HOLDING HUMAN FOOD 

Subpsrt A—General Provisions 

Sec 

110 l Current good manufacturing prac¬ 
tice. 

110.3 Definitions. 

110.10 Personnel 
110 19 Exclusions. 

Subpart 8 —Buildings and Facilities 

11020 Plants and grounds. 

110 35 Sanitary facilities and controls 
110 37 Sanitary operations 

Subpart C—Equipment 
110 40 Equipment and procedures. 

Subpart D—fftesanredl 
Subpart E—Production and Process Central* 

110.80 Processes and controls. 

11090 Natural or unavoidable defect* in 
food for human uae that present 
no health hazard. 

Autko«Tt: Sees. 402(a)(4), 701(a). M 
Slat. 1046, 1055 (21 US.C. 342(a)(4), 871 (a)) 
unless otherwise noted. 

Subpart A—General Provision* 

§110.1 Current good manufacturing 
practice. 

The criteria In ft 110.10, 110.19. 110.20. 
110.35. 110.37, 110.40, 110.80. and 110 99 
shall apply In determining whether the 
faculties, methods, practices, and con- 
trols used in the manufacture, processing, 
packing, or holding of food are in con¬ 
formance with or are operated or ad¬ 
ministered in conformity with good man¬ 
ufacturing practices to assure that :ooa 
for human consumption is safe and h as 
been prepared, packed, and held under 
sanitary conditions. 

§ 110.3 Definitions. 

The definitions and interpret a tiotu 
contained in section 201 of the Feder il 
Food. Drug, and Cosmetic Act are appli¬ 
cable to such terms when used in this 
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part. The following definitions shall also 

apply: 

<a> “Adequate" means that which Is 
needed to accomplish the Intended pur¬ 
pose in keeping with good public health 

practice. 

(b) "Plant" means the building or 
buildings or parts thereof, used for or In 
connection with the manufacturing, 
processing, packaging, labeling, or hold¬ 
ing of human food. 

(c) "Sanitize” means adequate treat¬ 
ment of surfaces by a process that Is ef¬ 
fective in destroying vegetative cells of 
pathogenic bacteria and in substantially 
reducing other microorganisms. Such 
treatment shall not adversely affect the 
product and shall be safe for the 
consumer* 

5 110.10 IVrmtnnfl, 

The plant management shall take all 
reasonable measures and precautions to 
assure the following : 

(a) Disease control. No person affect¬ 
ed by disease in a communicable form, or 
while a carrier of such disease, or while 
affected with bolls, sores, Infected 
wounds, or other abnormal sources of 
microbiological contamination, shall 
work in a food plant in any capacity in 
which there Is a reasonable possibility 
of food or food Ingredients becoming con¬ 
taminated by such person, or of disease 
being transmitted by such person to 
other Individuals. 

(b) Cleanliness. All persons, while 
working In direct contact with food prep¬ 
aration, food Ingredients, or surfaces 
coming into contact therewith shall: 

(1) Wear clean outer garments, main¬ 
tain a high degree of personal cleanli¬ 
ness. and conform to hygienic practices 
while on duty, to the extent necessary to 
prevent contamination of food products. 

<2) Wash their hands thoroughly (and 
Minittee if necessary to prevent contami¬ 
nation by undesirable microorganism) 
in an adequate hand-washing facility 
before starting work, after each absence 
from the work station and at any other 
time when the hands may have become 
‘ oiled or contaminated. 

(3) Remove all Insecure jewelry and. 
during periods where food Is manipulated 
by hand, remove from hands any Jewelry 
that cannot be adequately sanitized. 

<4> If gloves are used in food handling, 
maintain them In an Intact, dean, and 
sanitary condition. Such gloves should be 
of an impermeable material except where 
their usage would be Inappropriate or In¬ 
compatible with the work involved. 

<5) Wear hair nets, headbands, caps, 
or other effective hair restraints. 

<6) Not store clothing or other per¬ 
sonal belongings, eat food or drink bev¬ 
erages. or use tobacco In any form in 
areas where food or food Ingredients are 
exposed or In areas used for washing 
equipment or utensils. 

<7) Take any other necessary precau¬ 
tions to prevent contamination of foods 
with microorganisms or foreign sub¬ 
stances including, but not limited to. per- 
duration, hair, cosmetics, tobacco, chem- 
IraLs. and medlcants. 

<c> Education and training. Personnel 
responsible for identifying sanitation 


failures or food contamination should 
have a background of education or ex¬ 
perience, or a combination thereof, to 
provide a level of competency necessary 
for production of clean and safe food. 
Pood handlers and supervisors should re¬ 
ceive appropriate training In proper 
food-handling techniques and food-pro¬ 
tection principles and should be cogni¬ 
zant of the danger of poor personal hy¬ 
giene and Insanitary practices. 

(d) Supervision. Responsibility for as¬ 
suring compliance by all personnel with 
all requirements of this Part 110 shall be 
clearly assigned to competent supervisory 
personnel. 

§ 110.19 I'ixdiMlotM. 

The following operation* are excluded 
from coverage under these general reg¬ 
ulations, however, the Commissioner will 
issue special regulations when he believes 
it necessary to cover these excluded 
operations: Establishments engaged sole¬ 
ly In the harvesting, storage, or distribu¬ 
tion of one or more raw agricultural com¬ 
modities. as defined in section 201 (r) of 
the act, which are ordinarily cleaned, 
prepared, treated or otherwise processed 
before being marketed to the consuming 
public. 

Subpart 8—Buildings and Facilities 
8 I 10.20 I’Linl* and urointiU. 

(a) Grounds. The grounds about a food 
plant under the control of the operator 
shall be free from conditions which may 
result in the contamination of food In¬ 
cluding. but not limited to, the follow¬ 
ing: 

<1> Improperly stored equipment, lit¬ 
ter. waste, refuse, and uncut weeds or 
grass within the immediate vicinity of 
the plant buildings or structures that 
may constitute an attractant. breeding 
place, or harborage for rodents. Insects, 
and other pests. 

(2) Excessively dusty roads, yards, or 
parking lots that may constitute a source 
of contamination in areas where food 1 a 
exposed. 

(3) Inadequately drained areas that 
may contribute contamination to food 
products through seepage or foot-borne 
filth and by providing a breeding place 
for insects or microorganisms 

If the plant grounds are bordered by 
grounds not under the operator's control 
of the kind described in paragraph (a) 
(I) through 13) of this section, care must 
be exercised in the plant by Inspection, 
extermination, or other means to effect 
exclusion of pests, dirt, and other filth 
that may be a source of food contamina¬ 
tion. 

<b) Plant construction and design. 
Plant buildings and structures shall be 
suitable in size, construction, and design 
to facilitate maintenance and sanitary 
operations for food-processing purposes. 
The plant and facilities shall: 

<1) Provide sufficient space for such 
placement of equipment and storage of 
materials as Is necessary for sanitary 
operations and production of safe food. 
Floors, walls, and ceilings In the plant 
shall be of such construction as to be 
adequately cleanable and shall be kept 


clean and in good repair. Fixtures, ducts, 
and pipes shall not be so suspended over 
working areas that drip or condensate 
may contaminate foods, raw materials, 
or food-contact surfaces. Aisles or work¬ 
ing spaces between equipment and be¬ 
tween equipment and walls shall be un¬ 
obstructed and of sufficient width to per¬ 
mit employees to perform their duties 
without contamination of food or food- 
contact surfaces with clothing or per¬ 
sonal contact. 

<2) Provide separation by partition, lo¬ 
cation, or other effective means for those 
operations which may cause contamina¬ 
tion of food products with undesirable 
microorganisms, chemicals, filth, or oilier 
extraneous material. 

<3) Provide adequate lighting to hand¬ 
washing areas, dressing and locker rooms, 
and toilet rooms and to all areas where 
food or food ingredients are examined, 
processed, or stored and where equip¬ 
ment fend utensils are cleaned. Light 
bulbs, fixtures, skylights, or other glass 
suspended over exposed food in any step 
of preparation shall be of the safety type 
or otherwise protected to prevent food 
contamination In case of breakage 

(4) Provide adequate ventilation or 
control equipment to minimize odors and 
noxious fumes or vapors (including 
steam) In areas where they may con¬ 
taminate food. 8uch ventilation or con¬ 
trol equipment shall not create conditions 
that may contribute to food contamina¬ 
tion by airborne contaminants. 

(5) Provide, where necessary, effective 
screening or other protection against 
birds, animals, and vermin (including, 
but not limited to. Insects and rodents) 

§ 110.35 Sanitary farilitir* and control-. 

Each plant shall be equipped with ade¬ 
quate sanitary facilities and accomo¬ 
dations including, but not limited to. the 
following: 

(a) Water supply. The water supply 
shall be sufficient for the operations in¬ 
tended and shall be derived from an 
adequate source. Any water that contacts 
foods or food-contact surfaces shall be 
safe and of adequate sanitary quality 
Running water at a suitable temperature 
and under pressure as needed shall be 
provided in all areas where the procefa- 
ing of food, the cleaning of equipment, 
utensils, or containers, or employee 
sanitary facilities require. 

(b) Sewage disposal. 8ewage disposal 
shall be made Into an adequate sewer¬ 
age system or disposed of through other 
adequate means. 

<c> Plumbing . Plumbing shall be of 
adequate size and design and adequately 
Installed and maintained to: 

i 1) Carry sufficient quantities of water 
to required locations throughout the 
plant. 

(2) Properly convey sewage and liquid 
disposable waste from the plant 

<3) Not constitute a source of con¬ 
tamination to foods, food products or 
Ingredients, water supplies, equipment, 
or utensils or create an insanitary 
condition. 

<4) Provide adequate floor drainage 
hi all areas where floors are subject to 
flooding-type cleaning or where normal 
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operations release or discharge water or 
other liquid waste on the floor. 

< d • Toilet facilities. Each plant shall 
provide its employees with adequate 
toilet and associated hand-washing fa¬ 
cilities within the plant. Toilet rooms 
shall be furnished with toilet tissue. The 
facilities shall be maintained in a sani¬ 
tary condition and kept in good repair 
at all times. Doors to toilet rooms shall 
be self-closing and shall not open di¬ 
rectly into areas where food Is exposed 
to airborne contamination, except where 
alternate means have been taken to pre¬ 
vent such contamination (such as double 
doors, positive air-flow system*, etc.). 
Signs shall be posted directing employees 
to wash their hands with cleaning soap 
or detergents after using toilet 

(el Hand-washing facilities. Adequate 
and convenient facilities for hand wash¬ 
ing and. where appropriate, hand sani¬ 
tising shall be provided at each location 
in the plant where good sanitary prac¬ 
tices require employees to wash or sani¬ 
tize and dry their hands. Such facilities 
shall be furnished with running water at 
a suitable temperature for hand wash¬ 
ing. effective hand-cleaning and sanitiz¬ 
ing preparations, sanitary towel service 
or suitable drying devices, and. where 
appropriate, easily cleanable waste 
receptacles. 

(f) Rubbish and offal disposal. Rub¬ 
bish and any offal shall be ao conveyed, 
stored, and disposed of as to minimize 
the development of odor, prevent waste 
from becoming an atlractant and har¬ 
borage or breeding place for vermin, and 
prevent contamination of food, food- 
contact surfaces, ground surfaces, and 
water supplies. 

§110.37 Similar? opr ration*. 

<a) General maintenance. Buildings, 
fixtures, and other physical facilities of 
the plant shall be kept in good repair 
and shall be maintained in a sanitary' 
condition. Cleaning operations shall be 
conducted in such a manner as to min¬ 
imize the danger of contamination of 
food and food-contact surfaces. Deter¬ 
gents. sanitizers, and other supplies em¬ 
ployed in cleaning and sanitizing proce¬ 
dures shall be free of significant micro¬ 
biological contamination and shall be 
safe and effective for their intended 
uses. Only such toxic materials as are 
required to maintain sanitary conditions, 
for use in laboratory testing procedures, 
for plant and equipment maintenance 
and operation, or in manufacturing or 
processing operations shall be used or 
stored in the plant. These materials shall 
be identified and used only in such man¬ 
ner and under conditions as will be safe 
for their intended uses. 

(b> Animal and vermin control . No 
animals or birds, other than those es¬ 
sential as raw' material, shall be allowed 
in any area of n food plant. Effective 
measures shall be taken to exclude pests 
from the processing areas and to protect 
against the contamination of foods in or 
on the premises by animals, birds, and 
vermin (Including, but not limited to. 
rodents and insectsi. The use of insecti¬ 
cides or rodentlcldes is permitted only 
under such precautions and restrictions 


as will prevent the contamination of food 
or packaging materials with illegal 

residues. 

(c) Sanitation of equipment and uten¬ 
sils. All utensils and product-contact 
surfaces of equipment shall be cleaned 
as frequently as necessary to prevent 
contamination of food and food prod¬ 
ucts. Nonproduct-contact surfaces of 
equipment used tn the operation of food 
plants should be cleaned as frequently as 
necessary to minimize accumulation of 
dust, dirt, food particles, and other de¬ 
bris. Single-service articles (such as 
utensils intended for one-time use. pa¬ 
per cups, paper towels, etc.) should be 
stored in appropriate containers and 
handled, dispensed, used, and disposed 
of in a manner that prevents contamina¬ 
tion of food or food-contact surfaces. 
Where necessary to prevent the intro¬ 
duction of undesirable microbiological 
organisms into food products, all utensils 
and product-contact surfaces of equip¬ 
ment used in the plant shall be cleaned 
and sanitized prior to such use and fol¬ 
lowing any interruption during which 
such utensils and contact surfaces may 
have become contaminated. Where such 
equipment and utensils are used in a 
continuous production operation, the 
contact surfaces of such equipment and 
utensils shall be cleaned and sanitized 
on a predetermined schedule using ade¬ 
quate methods for cleaning and sanitiz¬ 
ing. Sanitizing agents shall be effective 
and safe under conditions of use. Any 
facility, procedure, machine, or device 
may be acceptable for cleaning and san¬ 
itizing equipment and utensils if it is 
established that such facility, procedure, 
machine, or device will routinely render 
equipment and utensils clean and pro¬ 
vide adequate sanitizing treatment. 

(d» Storage arid handling of cleaned 
portable equipment and utensils. Cleaned 
and sanitized portable equipment and 
utensils with product-contact surfaces 
should be stored in such a location and 
manner that product-contact surfaces 
are protected from splash, dust, and 
other contamination. 

Subpart C—Equipment 
§ I 10.10 Equipment and pmrrdun *. 

(a) General All plant equipment and 
utensils should be (1) suitable for their 
intended use. <2 * so designed and of such 
material and w orkmanship as to be ade¬ 
quately cleanable. and (3) properly 
maintained. The design, construction, 
and use of such equipment and utensils 
shall preclude the adulteration of food 
with lubricants, fuel metal fragments, 
contaminated water, or any other con¬ 
taminants. All equipment should be so 
installed and maintained as to facilitate 
the cleaning of the equipment and of all 
adjacent spaces. 

<b* Use of polychlorinated biphenyls 
in food plants . Polychlorinated biphenyl* 
(PCB’s) represent a class of toxic indus¬ 
trial chemicals manufactured and sold 
under a variety of trade names, includ¬ 
ing: ArocJar (United States>. Phenodor 
(Prance*: Colphen (Germany*.* and 
Kanaclor (Japan*. PCB’s are highly 
stable, heat resistant, and nonflammable 


chemicals. Industrial uses of PCBa In¬ 
clude. or did Include in the past, their use 
as electrical transformer and capacitor 
fluids, heat transfer fluids, hydraulic 
fluids, and plasticizers, and In formulra¬ 
tions of lubricants, coatings, and Inks 
Their unique physical and chemical 
properties and widespread, uncontrolled 
industrial applications have caused PCB's 
to be a persistent and ubiquitous con¬ 
taminant in the environment and caus¬ 
ing the contamination of certain foods 
In addition, incidents have occurred tn 
which PCB's have directly contaminated 
animal feeds as a result of industrial ac¬ 
cidents (leakage or spillage of PCB fluids 
from plant equipment). These accident- 
in turn cause the contamination of food 
intended for human consumption (meat, 
milk, and eggs). Since PCB’s are toxtc 
chemicals, the PCB contamination of 
food as a result of these accidents rep¬ 
resents a hazard to human health. It is 
therefore necessary to place certain re¬ 
strictions on the industrial uses of PCB’s 
in the production, handling, and storage 
of food. The following special provisions 
are necessary to preclude accidental PCB 
contamination of food: 

(1) New equipment, utensils, and ma¬ 
chinery for handling or processing food 
in or around a food plant shall not con¬ 
tain PCB's. 

(2) On or before September 4. 1273. 
the management of food plants shall: 

(i> Have the heat exchange fluid used 
tn existing equipment or machinery for 
handling or processing food sampled and 
tested to determine whether It contain* 
PCB’s. or verify the absence of PCB’s in 
such formulations by other appropriate 
means. On or before Sept. 4. 1973. any 
such fluid formulated with PCB’s must 
be replaced with a heat exchange fluid 
that docs not contain PCB's. 

fii> Eliminate from the food plant any 
PCB-containing food-contact surfaces of 
equipment or utensils and any PCB -cor. 
taining lubricants for equipment or 
machinery that la used for handling or 
processing food. 

(ill) Eliminate from the food plant any 
other PCB-containing materials wher¬ 
ever there is a reasonable expectation 
that such materials could cause food U> 
become contaminated with PCB’s either 
as a result of normal use or as a result of 
accident, breakage, or other mishap. 

(iv> The toxicity and other charac¬ 
teristics of fluids selected as PCB replace¬ 
ments must be adequately determined so 
that the least potentially hazardous re¬ 
placement is used. In making this deter¬ 
mination with respect to u given fluid, 
consideration should be given to «fl) its 
toxicity*; <b) the maximum quantity that 
could be spilled onto a given quantity of 
food before it would be noticed, taking 
into account its color and odor; <c> pos¬ 
sible signaling devices in the equipment 
to indicate a loss of fluid, etc.; and to* 
its environmental stability and tendency 
to survive And be concentrated through 
the food chain. The judgment as to 
whether a replacement fluid is suffi¬ 
ciently nonhazardous is to be nildMJ 
an individual installation and operation 
basis. 
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(3) For the purposes of this section, 
the provisions do not apply to electrical 
transformers and condensers containing 
PCB's In scaled containers. 

Subpart D—[Reserved] 

Subpart E —Production and Process 
Controls 

§ 1 10.80 PrtKCMCft and control*. 

All operations in the receiving, in¬ 
specting, transporting, packaging, segre¬ 
gating, preparing, processing, and stor¬ 
ing of food shall be conducted in accord 
with adequate sanitation principles. 
Overall sanitation of the plant shall be 
under the supervision of an Individual 
assigned responsibility for this function 
All reasonable precautions, including the 
following, shall be taken to assure that 
production procedures do not contribute 
contamination such as filth, harmful 
chemicals, undesirable microorganisms, 
or any other objectidnable material to 
the processed product: 

•a) Raw material and ingredients 
shall be Inspected and segregated as 
necessary to assure that they are clean, 
wholesome, and fit for processing into 
human food and shall be stored under 
conditions that will protect against con¬ 
tamination and minimize deterioration. 
Raw materials shall be washed or cleaned 
as required to remove soil or other con¬ 
tamination. Water used for washing, 
rinsing, or conveying of food products 
shall be of adequate quality, and water 
shall not be reused for washing, rinsing, 
or conveying products in a manner that 
may result in contamination of food 
products. 

*b) Containers and carriers of raw* In¬ 
gredients should be inspected oil receipt 
to assure that their condition has not 
contributed to the contamination or de¬ 
terioration of the products. 

tc) When ice is used in contact with 
food products, it shall be made from po¬ 
table water and shall be used only if it 
has been manufactured in accordance 
with adequate standards and stored, 
transported, and handled in a sanitary* 
miinner. 

td> Food-processing areas and equip¬ 
ment used for processing human food 
jnould not be used to process nonhuman 
rood-grade animal feed or Inedible prod¬ 
ucts unless there Is no reasonable possi¬ 
bility for the contamination of the 
human food. 

<e) Processing equipment shall be 
maintained in a sanitary condition 
through frequent cleaning Including san¬ 
itization where indicated. Insofar as nec- 
equipment shall be taken apart 
ror Uiorough cleaning. 

AD *<*><* processing, including 
h w ng J and stora **» should be con- 
ucted under such conditions and con- 
SjLJj* necessary to minimize the 
potential for undesirable bacterial or 
fnrmo ♦, mlcr °biological growth, toxin 
Uf U ? , u 0r det * r *°ration or contami- 
dwlP’Si . U)c proc ^ SR< ^ product or ingre- 
w #Thls may rw iuire careful monltor- 
f * °* sucb Physical factors as time, 
^ P ! ra i Ure ' humldlt >\ pressure, flow- 
^® nd wh Processing operations as 
1 reeling, dehydration, heat processing. 


and refrigeration to assure that mechan¬ 
ical breakdowns, time delays, tempera¬ 
ture fluctuations, and other factors do 
not contribute to the decomposition 
or contamination of the processed 
products. 

(g> Chemical, microbiological, or ex¬ 
traneous-material testing procedures 
*ha!l be utilized where necessary to iden¬ 
tify* sanitation failures or food contami¬ 
nation. and all foods and Ingredients that 
have become contaminated shall be re¬ 
jected or treated or processed to elimi¬ 
nate the contamination where this may 
be properly accomplished. 

<h> Packaging processes and mate¬ 
rials shall not transmit contaminants 
or objectionable substances to the prod¬ 
ucts, shall conform to any applicable food 
additive regulation (Parts 170 through 
189 of this chapter), and should provide 
adequate protection from contamination. 

(i) Meaningful coding of products sold 
or otherwise distributed from a manu¬ 
facturing. processing, packing, or re¬ 
packing activity should be utilized to 
enable positive lot identification to facil¬ 
itate. where necessary, the segregation 
of specific food lots that may have be¬ 
come contaminated or otherwise unfit 
for their intended use. Records should 
be retained for a period of time that 
exceeds the shelf life of the product, ex¬ 
cept that they need not be retained more 
than 2 years. 

(j) Storage and transportation of fin¬ 
ished products should be under such 
conditions as will prevent contamina¬ 
tion, including development of patho¬ 
genic or toxigenic microorganisms, and 
will protect against undesirable deteri¬ 
oration of the product and the container. 


§ 1 10.99 Natural or unatoidalilr drfret* 
in food for human tlmt prmnt 
no health hazard. • 

<&) Some foods, even when produced 
under current good manufacturing and/ 
or processing practices, contain natural 
or unavoidable defects at lower levels 
that are not hazardous to health. The 
Food and Drug Administration estab¬ 
lishes maximum levels for such defects in 
foods produced under good manufactur¬ 
ing and/or processing practices and uses 
these levels for recommending regula¬ 
tory actions. 

(b) Defect action levels are estab¬ 
lished for products whenever it is neces¬ 
sary’ and feasible. Such levels are sub¬ 
ject to change upon the development of 
new technology or the availability of new 
information. 

<c) Compliance with defect action 
levels does not excuse failure to observe 
either the requirement In section 402 
(a)<4) of the Federal Food. Drug, and 
Cosmetic Act that food may not be pre¬ 
pared, packed, or held under insanitary 
conditions or the other requirements in 
this part that food manufacturers must 
observe current good manufacturing 
practices. Evidence obtained through 
factory Inspection indicating such a vio¬ 
lation renders the food unlawful, even 
though the amounts of natural or un¬ 
avoidable defects are lower than the cur¬ 
rently established action levels. The 
manufacturer of food must at all times 


mu 

utilize quality control procedures which 
will reduce natural or unavoidable de¬ 
fects to the lowrest level currently 
feasible. 

(d> The mixing of a food containing 
defects above the current defect action 
level with another lot of food is not per¬ 
mitted and renders the final food unlaw¬ 
ful regardless of the defect level of the 
final food. 

<e> Current action levels for natural 
and unavoidable defects in food Tor hu¬ 
man use that present no health hazard 
are as follows. (Levels that have been 
adopted on a temporary basis prior to 
publication as a regulation may be ob¬ 
tained upon request at the Office of the 
Assistant Commissioner for Public Af¬ 
fairs, Food and Drug Administration. 
Room 15B-42. 5600 Fishers Lane, Rock¬ 
ville. MD 20857.) 


PART 113—THERMALLY PROCESSED 

LOW*AC ID FOODS PACKAGED IN HER¬ 
METICALLY SEALED CONTAINERS 

Subpart A—Gtntral Provl«Jo*« 

Sec. 

113.1 Curran good manufacturing prac¬ 
tice. 

113.3 Definition!} 

113.10 Personnel. 

Subpart B—| Reserved | 

Subpart C—Equipment 

113.40 Equipment and procedures. 

Subpart D—Control o t Component*. Food Product 
Containers, Cloture*, and In Process Materials 

113.60 Containers. 

Subpart E—Production and Process Controls 
113.81 Product preparation. 

113.83 Establishing scheduled processes. 
11387 Operations in the thermal process¬ 
ing room. 

113 89 Deviations in processing. 

Subpart F —Records and Reports 

113.100 Records. 

AtTTHoarrr: Sec. 402(a) (4), 701 (a). 62 Stat 
1046. 1005 (21 U.6.C. 342(a)(4), 371(a)). 

Subpart A—General Provisions 

§113.1 Current good manufacturing 
practice. 

The criteria In 18 113.10,113.40, 113.60. 
113.81. 113 83. 113 87, 113.89. and 113.100 
shall apply in determining whether the 
facilities, methods, practices, and con¬ 
trols used by the commercial processor 
In the manufacture, processing, or 
packing of low-acid foods in hermeti¬ 
cally scaled containers are operated or 
administered In a manner adequate to 
protect the public health. 

§113.3 Definition*. 

For the purposes of this part, the fol¬ 
lowing definitions apply: 

(a) "Aseptic processing and packag¬ 
ing** means the filling of a commercially 
sterilized cooled product into presteril- 
ized containers, followed by aseptic her- 
metical scaling, with a presterilized clo¬ 
sure, in an atmosphere free of micro¬ 
organisms. 

(b) "Bleeders’* means openings used 
to remove air, that enters with steam, 
from retorts and steam chambers and to 
promote circulation of steam in such re- 
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tort* and steam chambers. Bleeders may 
serve as a means of removing condensate 
<c> "Coming-up-time” means the time 
which elapses between the introduction 
of steam into the closed retort and the 
time when the retort reaches the required 
processing temperature. 

id) ‘‘Commercial processor’* shall in¬ 
clude any person engaged In commercial, 
custom, and so-called sportsman process¬ 
ing or institutional (church, school, pe¬ 
nal. or other organization) processing of 
food¬ 

ie) "Commercial sterility** of food 
means the condition achieved by appli¬ 
cation of heat which renders such food 
free of viable forms of microorganisms 
having public health significance, as well 
as any microorganisms of nonhealth 
significance capable of reproducing in 
the food under normal nonrefrigerated 
conditions of storage and distribution. 
"Commercial sterility" of equipment and 
containers used for aseptic processing 
and packaging of food means the condi¬ 
tion achieved by application of heat, 
chemical sterilant(s), or other appropri¬ 
ate treatment which renders such equip¬ 
ment and containers free of viable forms 
of microorganisms having public health 
significance as well as any micro¬ 
organisms of nonhealth significance ca¬ 
pable of reproducing in the food under 
normal nonrefrigerated conditions of 
storage and distribution. 

if) “Flame sterilizer** means an ap¬ 
paratus in which hermetically sealed 
containers are agitated at atmospheric 
pressure, by either continuous, discon¬ 
tinuous. or reciprocating movement, over 
gas flames to achieve sterilization tem¬ 
peratures. A holding period in a heated 
section may follow the initial heating 
period 

<g) “Headspace, gross’* is the vertical 
distance between the level of the product 
(generally the liquid surface) in an up¬ 
right rigid container and the top edge 
of the container (the top of the double 
seam of a can or the top edge of a glass 
jar). 

(h> "Headspace, net" of o container 
having a double seam, such as a can. is 
the vertical distance between the level of 
the product (generally the liquid sur¬ 
face) in the upright rigid container and 
the inside surface of the lid. 

(1) “Hermetically sealed container" 
means a container which Is designed and 
intended to be secure against the entry 
of microorganisms and to maintain the 
commercial sterility of its contents after 
processing. 

<J» “Incubation" means the holding 
of a sample(s> at a specified tempera¬ 
ture for a specified period of time before 
examination. 

ik) “Initial temperature" means the 
average temperature of the contents of 
the coldfst container to be processed at 
the time the sterilizing cycle begins, as 
determined after thorough stirring or 
shaking of the filled and sealed con¬ 
tainer 

4 1» “Lot" means the product produced 
during a period of time indicated by a 
specific code. 

i m • "Low-acid foods" means any 
foods, other than alcoholic beverages. 
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with a finished equilibrium pH value 
greater than 4.6 and a water activity 
greater than 0.65 and also Includes any 
normally low-acid fruits, vegetables, or 
vegetable products in which for the pur¬ 
pose of thermal processing the pH value 
is reduced by acidification. Tomatoes, 
pears, and pineapples, or the Juices 
thereof, having a pH of less than 4.7 and 
figs having a pH of 4.9 or below shall not 
be classed as low-acid foods. 

<n) “Minimum thermal process" 
means the application of heat to food, 
either before or after sealing In a her¬ 
metically sealed container, for a period 
of time and at a temperature scien¬ 
tifically determined to be adequate to 
ensure destruction of microorganisms 
of public health significance. 

(o) “Retort" means any closed vessel 
or other equipment used for the thermal 
processing of foods. 

ipi “Scheduled process" means the 
process selected by the processor as ade¬ 
quate under the conditions of manufac¬ 
ture for a given product to achieve com¬ 
mercial sterility. This process may be in 
excess of that necessary to ensure de¬ 
struction of microorganisms of public 
health significance. 

"Shall" and "should." As used In 
this part, "shall" refers to mandatory 
requirements and "should** refers to rec¬ 
ommended or advisory procedures or 
equipment. 

<r) "Vents" means openings controlled 
by gate, plug cock, or other adequate 
valves used for the elimination of air 
during the venting period. 

(a> ''Water activity" or "a," means the 
vapor pressure of the food product di¬ 
vided by the vapor pressure of pure w r ater 
under identical conditions of pressure 
nnd temperature. 


§ 113.10 PiTtonncl. 

All operators of retorts, processing sys¬ 
tems. and aseptic processing and pack¬ 
aging systems, and container closure in¬ 
spectors shall be under the operating 
supervision of a person who has attended 
a school approved by the Commissioner 
for giving instruction in retort opera¬ 
tions. processing systems operations, 
aseptic processing and packaging sys¬ 
tems operations, and container closure 
inspections, and has been identified by 
that school as having satisfactorily 
completed the prescribed course of 
instruction. 

Subpart B—[Reserved] 

Subpart C—Equipment 
§ 113.10 Kquipntrnt mwl procedure. 

(ai Equipment and procedures for 
pressure processing in steam fn stiU re¬ 
torts— d) Indicating mercury-in-glass 
thermometer. Each retort shall be 
equipped with at least one mercury-in - 
glass thermometer with a temperature 
range of not more than 100* F in the 
processing range on a scale at least 7 
inches in length. The scale divisions shall 
be no more than 2* F. Thermometers 
shall be tested for accuracy against a 
known accurate standard thermometer 
upon installation and at least once a 
year thereafter or more frequently as 


may be necessary to ensure their ac¬ 
curacy. Bulbs of indicating thermome¬ 
ters shall be installed either within the 
retort shell or in external w-ells attached 
to the retort. External wells or pipes shall 
be connected to the retort through at 
least a * 4 -lnch diameter opening, and 
shall be equipped with a one-sixteenth 
inch or larger bleeder opening so located 
as to provide a full flow of steam past 
the length of the thermometer bulb The 
bleeder for external wells shall emit 
steam continuously during the entire 
processing period. Thermometers shall 
be installed where they can be accurately 
and easily read. A thermometer that has 
a divided mercury column or that devi¬ 
ates more than 1* F from the standard 
shall be repaired or replaced. The mer¬ 
cury thermometer—not the recorder 
chart—shall be the reference instrument 
for indicating the processing tern pent- 
lure. 

(2) Temperature recording dexicr 
There shall be an accurate temperature 
recording device for each still retort ad¬ 
justed to agree within 1- F of the known 
accurate mercury-ln-glass thermometer 
A means of preventing unauthorized 
changes in adjustment shall be provided 
The chart graduations shall not exceed 
2 W F within a range of 10* F of the proc¬ 
essing temperature. Each chart shall 
have a working scale of not more than 
50° F per inch within a range of 20' P 
of the processing temperature. This re¬ 
corder may be combined with the steam 
controller and may be a recording-con¬ 
trolling instrument. The temperature re¬ 
corder bulb shall be installed either 
within the retort shell or in a well at¬ 
tached to the shell. Each temperature 
recorder bulb well shall have a one- 
sixteenth inch or larger bleeder opening 
emitting steam continuously during the 
processing period. 

(3) Pressure gages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated in divisions 
of 2 pounds or less, should be connected 
to Uic retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 inches higher than the 
gooseneck. The gage should be checked 
for accuracy at least once a year. 

(4) Steam controller. Each retort shall 
be equipped with a steam controller to 
maintain the retort temperature This 
may be a recording-controlling instru¬ 
ment when combined with a recording 
thermometer. 

(5) Steam inlet. The steam inlet to 
each still retort shall be large enough 
tq provide sufficient steam for proper op¬ 
eration of the retort. Steam may enter 
either the top portion or the bottom por* 
tion of the retort but, in any case, shall 
enter the portion of the retort ophite 
the vent: for example, steam inlet m 
bottom portion and vent in top portion, 

(6) Crate supports. A bottom crate 
support shall be employed in verucai 
still retorts. Baffle plates shall not 
used in the bottom of still retorts 

(7) Steam spreaders . 8team spread¬ 
ers. which are perforated or other^style 
continuations of the steam line Inside t .e 
retort, should not be larger than tne 
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steam inlet line. Horizontal still retorts 
shall be equipped with steam spreaders 
that extend along the bottom for the 
length of the retort; the perforations 
should be along the top 90* of this pipe. 
Horizontal still retorts over 30 feet long 
should have two steam inlets connected to 
the spreader. In vertical still retorts the 
steam spreaders, if used, should be in the 
form of a cross with the perforations 
along the top or sides of the pipe. The 
number of perforations In spreaders for 
both horizontal and vertical still retorts 
should be such that the total cross-sec¬ 
tional area of the perforations is equal 
to 1 *4 to 2 times the cross-sectional area 
of the steam inlet line, 

<8> Bleeders. Bleeders, except those 
for thermometer wells, shall be one- 
eighth inch or larger and shall be wide 
open during the entire process, includ¬ 
ing the coming-up-time. For horizontal 
retorts, bleeders shall be located within 
approximately 1 foot of each end; addi¬ 
tional bleeders shah be located not more 
than 8 feet apart along the top. Vertical 
retorts shall have at least one bleeder 
opening located in that portion of the 
retort opposite the steam Inlet. In re¬ 
torts having top steam inlet and bottom 
venting, a bleeder shall be installed in 
the bottom of the retort to ensure re¬ 
moval of condensate. All bleeders shall 
be arranged In such a way that the 
operator can observe that they are func¬ 
tioning properly. 

(0) Stacking equipment and position 
of containers. Crates, trays, gondolas, 
etc., for holding containers shall be 
made of strap iron, adequately perfo¬ 
rated sheet metal, or other suitable ma¬ 
terial. When perforated sheet metal is 
used for the bottoms, the perforations 
should be approximately the equivalent 
of 1-inch holes on 2-inch centers. If 
dividers are used between the layers of 
rontalneni, they should be perforated as 
“hove. When there is stratification of 
the product in the containers, the con¬ 
tainers should be processed in such a 
position that the plane of stratification 
1* vertical. 

♦ 10) Vents. Vents shall be installed in 
such a way that air is removed from the 
retort before timing of the process is 
started. Vents shall be controlled by 
gate, plug cock, or other adequate type 
valves which shall be fully open to per¬ 
mit rapid discharge of air from the re¬ 
tort during the venting period. Vents 
shall not be connected directly to a 
closed drain system. If the overflow is 
used as a vent, there shall be an atmos¬ 
pheric break in the line before it con¬ 
nects to a closed drain. The vent shall be 
located In that portion of the retort op¬ 
posite the steam inlet; for example, 
steam inlet in bottom portion and vent 
in top portion. Where a retort manifold 
connects several vent pipes from a single 
8tul retort, it shall be controlled by a 
gate, plug cock, or other adequate tvpe 
valve. The retort manifold shall be of 
such that the cross-sectional area 
of the pipe is larger than the total cross- 
sectional area of all connecting vents. 


The discharge shall not be directly con¬ 
nected to a closed drain without an at¬ 
mospheric break in the line. A manifold 
header connecting vents or manifolds 
from several still retorts shall lead to 
the atmosphere. The manifold header 
shall not be controlled by a valve and 
shall be of a size such that the cross- 
sectional area is at least equal to the 
total cross-sectional area of all connect¬ 
ing retort manifold pipes from all retorts 
venting simultaneously. Timing of the 
process shall not begin until the retort 
has been properly vented and the proc¬ 
essing temperature has been reached. 
Retorts using air for pressure cooling 
shall be equipped with a ball or globe 
valve or suitable valve and piping ar¬ 
rangement on the air line to prevent air 
leakage into the retort during processing. 
Some typical installations and operating 
procedures reflecting the requirements 
of this section for venting still retorts 
are given in paragraphs (a) (10) (i) (a) 
through (d> and <ii) (a) and (5) of this 
section. Other installations and operat¬ 
ing procedures which deviate from the 
above specifications may be used, pro¬ 
vided that there is evidence that they 
accomplish adequate venting of air. 

(i) Venting horizontal retorts, (a) 
Venting through multiple 1-inch vents 
discharging directly to atmosphere. 



Vent 

Gate valve * 



Globe valve 
Water inlet 


Water spreader \i 

Ste am spre ader _ /> 


Size of t cater inlet, vent pipe, and vent 
valve. For retorts less than 15 feet In length. 
2 inches; for retorts 15 feet and over m 
length, 2*4 inches. 

Size of voter spreader. For retorts leu 
than 15 feet In length, 1^4 Inches; for re¬ 
torts 15 feet and over In length. 2 Inches 
Venting method. Water spreader rent gate 
or plug cock valve should be wide open for 
at leaAt 5 minutes and to at least 226’ F, or 
for at least 7 minutes and to at least 220* F 


<d) Venting through a single 2 *4-inch 
top vent (for retorts not exceeding 15 
feet in length). 


Vent... Hv Gate valve 



Inlet 


Speci/foattojis: A 2*i-Inch vent equipped 
with a 2*4-Inch gate or plug cock valve 
and located within 2 feet of the center of 
the retort. 

Venting method: Vent gate or plug cock 
valve should be wide open tor at least 4 
minutes and to at least 220* F. 


Specifications One 1-lnch vent for ovary 
5 feet of retort length, equipped with a gate 
or plug cock valve and discharging to atmos¬ 
phere; end vents not more than 2*4 feet from 
ends of retort. 

Venting method. Vent valves should be 
wide open for at least 5 minutes and to at 
least 225* F. or at least 7 minutes and to at 
least 220* F. 

Cb> Venting through multiple 1-inch 
vents discharging through a manifold 
to atmosphere. 


Gate valve Manifold 



Specifications. One 1-lnch vent for every 
6 feet of retort length; end vents not over 
2% feet from ends of retort; size of mani¬ 
fold—for retorts leu than 15 feet in length. 
2^4 inches; for retorts 15 feet and over in 
length, 3 inches 

Venting method. Manifold vent gate or 
plug cock valve should be wide open for at 
least 6 minutes and to at least 225* F. or for 
at taut 8 minutes and to at least 220* F. 

<c> Venting through water spreaders. 


<tt) Venting vertical retorts, (a) Vent¬ 
ing through a 114-inch overflow. 

Overflow pipe as vent 



Specifications. A 14 -Inch overflow pipe 
equipped with a lV4-inch gate or plug oock 
valve and with not more than 6 feet of 
1 Vi -inch pipe beyond the valve before break 
to the atmosphere or to a manifold header. 

Venting method. Vent gate or plug cock 
valve should be wide open tor at least 4 
minutes and to at taut 218* F. or for at 
least 5 minutes and to at least 215* F. 

<b> Venting through a single 1-lnch 
side or top vent. 


FIOERAt REGISTER VOi. 42. NO 50—TUESDAY. MARCH 15. 1977 







































14341 


RULES AND REGULATIONS 


1-in vent Gate valve 


Steam 

spreader 



Specifications. A 1-ltich vent in lid or top 
side. equipped with a 1-inch gate or plug 
cock valve and dUchargtng directly Into the 
atmosphere or to a manifold header. 

Venting method. Vent gate or plug cock 
valve should be wide open for at least 5 
minutes and to at least 230’ P. or for at 
least 7 minutes and to at least 220* F 

<li> Critical factors. (1) Whore maxi¬ 
mum drained weight 1* specified in the 
scheduled process It shall bo measured 
and recorded at intervals of sufficient 
frequency to ensure that the weight of 
the product does not exceed the maxi¬ 
mum for the given container size speci¬ 
fied in the scheduled process. 

<ii> Closing machine vacuum <tn 
vacuum-packed products' shall be ob¬ 
served and recorded at intervals of suffi¬ 
cient frequency to ensure that the 
vacuum is as specified In the scheduled 
process. 

Oil) Such measurements and record¬ 
ings should be made at intervals not to 
exceed 15 minutes. 

<b> Equipment and procedures for 
pressure processing in i pater in still re- 
tortt—»<l) Indicating mercury-in-glass 
thermometer. Each retort shall be 
equipped with at least one mercury-in- 
glass thermometer that has a tempera¬ 
ture range of not more than 100* P in 
the processing range on a scale at least 
7 Inches in length or a temperature 
range of not more than 150’ F on a 
scale at least 9 inches in length. The 
scale divisions shall be no more than 
2’ P. Thermometers shall be tested for 
accuracy against a known accurate 
standard thermometer upon installation 
and at least once a year thereafter or 
more frequently as may be necessary to 
ensure their accuracy. Bulbs of indi¬ 
cating thermometers shall be located in 
such a position that they are beneath 
the surface of the watex throughout the 
process. On horizonfal retorts this entry 
should be made in the side at the cen¬ 
ter. and the thermometer bulbs shall 
be inserted directly into the retort shell. 
In both vertical and horizontal retorts, 
the thermometer bulbs shall extend di¬ 
rectly into the water a minimum of at 
least 2 inches without a separable well or 
sleeve. Thermometers shall be installed 
where they can be accurately and easily 
read. A thermometer that has a divided 
mercury column or that deviates more 
than 1’ P from the standard shall be 
repaired or replaced. The mercury 
thermometer—not the recorder chart— 


shall be the reference instrument for in¬ 
dicating the processing temperature 

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each still retort 
adjusted to agree within r F of the 
known accurate mercury-in-glass ther¬ 
mometer. A means of preventing un¬ 
authorized changes In adjustment shall 
be provided. The chart graduations shall 
not exceed 2* P within a range of 10" F 
of the processing temperature. Each 
chart shall have a working scale of not 
more than 50* F per inch within a range 
of 20* F of the processing temperature. 
This recorder may be combined with 
the steam controller and may be a re¬ 
cording-controlling instrument. The re¬ 
cording thermometer bulb should be 
located adjacent to the bulb of the mer¬ 
cury-in-glass thermometer except In the 
case of a vertical retort equipped with a 
combination recorder-controller. In such 
vertical retorts the temperature record¬ 
er-control bulb shall be located at the 
bottom of the retort below the lowest 
crate rest In such a position that the 
steam does not strike it directly. In hori¬ 
zontal retorts the temperature recorder- 
control bulb shall be located between 
the water surface and the horizontal 
plane passing through the center of the 
retort so that there is no opportunity 
for direct steam impingement upon the 
control bulb. 

4 3 • Pressure gages. (1) Each retort 
shall be equipped with a pressure gage. 
The gage should be graduated In divi¬ 
sions of 2 lbs. or less, should be connected 
to the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 inches higher than the 
gooseneck. The gage should be checked 
for accuracy at least once a year. 

<li> An adjustable pressure relief, or 
control valve of a capacity sufficient to 
prevent undesired increase in retort 
pressure when the water valve is wide 
open and should be installed in the over¬ 
flow line. 

<4) Steam introduction. The distribu¬ 
tion of steam in the bottom of the retort- 
shall be accomplished in a manner ade¬ 
quate to provide uniform heat distribu¬ 
tion throughout Uie retort. In vertical 
retorts, uniform steam distribution can 
be achieved by any of several methods. 
In horizontal retorts, the steam distrib¬ 
utor shall run the length of the bottom 
of the retort with perforations distrib¬ 
uted uniformly along the upper part of 
the pipe. 

(5) Crate supports. A bottom crate 
support shall be employed in vertical 
still retorts. Baffle plates shall not be 
used in the bottom of the retort. Center¬ 
ing guides should be Installed so as to 
ensure that there be about 1*6-inches 
clearance between the side wall of the 
crate and the retort wail. 

(6) Stacking equipment. Crates, trays, 
gondolas, etc., tor holding containers 
shall be made of strap iron, adequately 
perforated sheet metal, or other suitable 
material. When perforated sheet metal 
Is used for the bottoms, the perforations 
should be approximately the equivalent 


of 1-inch holes on 2-inch centers. If 
divider plates are used between the lay¬ 
ers of containers, they should be per¬ 
forated as above. 

i7» Drain valve. A nonclogging, water, 
tight valve shall be used. Screens should 
be installed over all drain openings. 

18 ) Water level indicator. There shall 
be a means of determining the water 
level in the retort during operation teg., 
by using a gage water glass or pet- 
cock(x)). Water shall cover the top layer 
of containers during the entire coming- 
up-time and processing periods and 
should cover the top layer of containers 
during the cooling periods. 

(9) Air supply and controls . In both 
horizontal and vertical still retorts for 
pressure processing in water, a means 
shall be provided for Introducing com- 
presseJ air at the proper pressure and 
rate. The proper pressure shall be con¬ 
trolled by an automatic pressure control 
unit. A check valve shall be provided in 
the air supply line to prevent water from 
entering the system. Air or water circu¬ 
lation shall be maintained continuously 
during the coming-up-time, processing 
and cooling periods; if air is used to pro¬ 
mote circulation It shall be Introduced 
into the steam line at a point between 
the retort and the steam control valve 
at the bottom of the retort. 

(10) Cooling water supply. In vertical 
retorts the cooling water should be in¬ 
troduced at the top of the retort between 
the water and container levels; in hori¬ 
zontal retorts the cooling water should 
be introduced into the suction side of 
the pump. A check valve should be in¬ 
cluded in the cooling water line. 

(11) Retort headspace. The headspace 
necessary to control the air pressure 
should be maintained between the water 
level and the top of the retort shell. 

(12) Vertical and horizontal still re¬ 
torts. Vertical and horizontal still retorts 
should follow the arrangements in the 
following diagrams or be equivalent. 

VctUC4l 
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l.rtucHD ros Vnmai and Hoajtontal &nu. 

Bfrom 

A Water line. 

8 Steam line 
C Temperature control 
1 ) overflow line 
K, Drain line. 

K Screen®, 

H* eh«ck raJrea 

O Line from bol water *ftorog* 

II — Suction line and manifold 
I Circulating pump. 

J Petcodo, 

K Kecimitating line 
I Steam distributor, 

M—Temperature oonlroller bulb 
N niermomcter. 

O- Water spreader 
p Safety valre. 

Q Vent valve for steam proermtng 
R Pressure gage. 

8 Inlet air control 
T rTewmre control. 

D Air line. 

V To pressure control Instrument. 

W—To temperature control instrument. 

X—Wing nuts. 

Y,—Crate support. 

Y, —Crate gulden. 

Z—Constant flow orifice valve. 

7,- Constant flow orifice valve used during 
coma-up, 

Z, —Constant flow orifice valve used during 

cook. 

(13) Water circulation When a water 
circulating system Is used for heat dis¬ 
tribution it shall be installed in such a 
manner that water will be drawn from 
the bottom of the retort through a suc¬ 
tion manifold and discharged through a 
spreader which extends the length of the 
top of the retort. The holes in the water 
spreader shall be uniformly distributed 
and should have an aggregate area not 
greater than the cross section area of 
the outlet line from the pump. The suc¬ 
tion outlets should be protected with 
nondogging screens to keep debris from 
entering the circulating system. The 
pump shall be equipped with a pilot light 
or other signaling device to warn the 
operator when it Is not running, and with 
a bleeder to remove air when starting 
operations. 

(14) Critical /actors . (i) Where maxi¬ 
mum drained weight is specified in the 
scheduled process it shall be measured 
and recorded at intervals of sufficient 
frequency to ensure that the weight of 
the product does not exceed the maxi¬ 
mum for the given oontoiner size speci¬ 
fied in the scheduled process. 

<U> Closing machine vacuum tin vac¬ 
uum-pocked products) shall be observed 
and recorded at Intervals of sufficient 
frequency to ensure that the vacuum Is 
as specified In the scheduled process. 

<ili> Such measurements and record- 
uig5 should be made at intervals not to 
exceed 15 minutes. 

(c> Equipment and procedures for 
pressure processing in steam in continu¬ 
ous agitating retorts.—(1) Indicating 
mcrcury-ln-glass thermometer. Each re¬ 
tort shall be equipped with at least one 
mercury-ln-glass thermometer that has 
range of noi mor * than 
.. V*} the processing range on a scale 

l holies to length. The scale divl- 
^ions shall be no more than 2' P 
iTiermomctcrs shall be tested for ac- 
aga to*t a known accurate stand- 
thermometer upon installation and 
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at least once a year thereafter or more 
frequently as may be necessary to ensure 
their accuracy. Bulbs of indicating 
thermometers shall be installed either 
within the retort shell or in external wells 
- attached to the retort. External wells or 
pipes shall be connected to the retort 
through at least a %-inch diameter 
opening, and shall be equipped with a 
inch or larger bleeder opening so located 
as to provide a full flow of steam past 
the length of the thermometer bulb. 
The bleeders for external wells shall 
emit steam continuously during the en¬ 
tire processing period. Thermometers 
shall be installed where they cm be ac¬ 
curately and easily read. A thermometer 
that has a divided mercury column or 
that deviates more than 1* F from the 
standard shall be repaired or replaced. 
The mercury thermometer—not the 
recorder chart—shall be the reference 
Instrument for Indicating the processing 
temperature. 

<2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1* P of the known ac¬ 
curate mercury-In-glass thermometer. A 
means of preventing unauthorized 
changes in adjustment all all be provided. 
The chart graduations shall not exceed 
2* P within a range of 10* P of the proc¬ 
essing temperature. Each chart shall 
have a working scale of not more than 
50* P per inch within a range of 20* P 
of the processing temperature. This 
recorder may be combined with the 
steam controller and may be a record¬ 
ing-controlling instrument. The tem¬ 
perature recorder bulb shall be installed 
either within the retort shell or In a well 
attached to the shell Each temperature 
recorder bulb well shall have a Vk-lnch 
or larger bleeder opening emitting steam 
continuously during the processing 
period. 

(3) Pressure gages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated in divisions of 
2 pounds or less, should be connected to 
the retort shell or external well by a short 
gooseneck tube, and should be not more 
than 4 inches higher than the gooseneck. 
The gage should be checked for accuracy 
at least once a year. 

<4> Steam controller. Each retort shall 
be equipped with an automatic steam 
controller to maintain the retort tem¬ 
perature. This may be a recording-con¬ 
trolling instrument when combined with 
a recording thermometer. 

(5) Bleeders. Bleeders, except those 
for thermometer wells, shall be %-inch 
or larger and shall be wide open during 
the entire process, Including the coming- 
up time. Bleeders shall be located within 
approximately 1 foot of each end; addi¬ 
tional bleeders shall be located not more 
than 8 feet apart along the top of the re¬ 
tort. All bleeders shall be arranged in 
such a way that the operator can observe 
that they are functioning properly. 

<6> Venting and condensate removal. 
Vents shall be located in that portion of 
the retort opposite the steam inlet. Air 
shall be removed before processing is 
started. At the time steam is turned on. 
the drain should be opened for a time 
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sufficient to remove steam condensate 
from the retort and provision shall be 
made for continuing drainage of con¬ 
densate during the retort operation. The 
condensate bleeder in the bottom of the 
shell serves as an indicator of continuous 
condensate removal. 

<7) Retort speed timing. The rota¬ 
tional speed of the retort shall be speci¬ 
fied in the scheduled process. The speed 
shall be adjusted and recorded when the 
retort is started, at any time a speed 
change is made, and at Intervals of suffi¬ 
cient frequency to ensure that the retort 
speed is maintained as specified in Un¬ 
scheduled process. These adjustment.* 
and recordings should be made every 4 
hours or less. Alternatively, a recording 
tachometer may be used to provide a 
continuous record of the speed. A meatir. 
of preventing unauthorized speed 
changes on retorts shall be provided. 

♦ 8) Emergency slops. If a retort Jam* 
or breaks down during processing opera¬ 
tions, necessitating cooling the retort for 
repairs, the retort shall either be op¬ 
erated as a still retort, with all con¬ 
tainers being given a full still retort 
process before the retort is cooled, or the 
retort shall be cooled promptly and all 
containers shall be either reprocessed, 
repacked and reprocessed, or discarded 

(i) Any containers In the retort in¬ 
take valve of a continuous retort at the 
time of breakdown shall cither be re¬ 
processed. repacked and reprocessed, or 
discarded 

<ii) Both the time at which the reel 
stopped and the time the retort was used 
for a still retort process, if so used, shall 
be marked on the recording chart and 
entered on the other production record/ 
required in this chapter. If the alterna¬ 
tive procedure of prompt cooling is fol¬ 
lowed, the subsequent handling meth¬ 
ods used for the containers in the retort 
at the time of stopping and cooling shall 
be entered on the production records. 

<9) Temperature drop. If the tempera¬ 
ture of the continuous retort drops be¬ 
low the temperature specified in the 
scheduled process while containers are 
in the retort, the retort reel Ah all be 
stopped promptly. An Automatic device 
should be used to stop the reel when the 
temperature drops below the specified 
process temperature. Before the reel Js 
restarted, all containers In the retort 
sliall be given a complete still retort 
process if the temperature drop was 10* 

P or more below the specified tempera¬ 
ture. Alternatively, container entry to 
the retort shall be stopped and the reel 
Khali be restarted to empty the retort 
The discharged containers shall be cither 
reprocessed, repacked and reprocessed 
or discarded. Both the time at which the 
reel stopped and the time the retort was 
used for a still retort process, if so used, 
shall be marked on the recording chart 
and entered on the other production 
records required In this chapter. If the 
alternative procedure of emptying the 
retort Is followed, the subsequent han¬ 
dling methods used for the containers in 
the retort at the time of the tempera¬ 
ture drop shall be entered on the pro¬ 
duction records If the temperature drop 
was less than 10* P. an authorized emer 
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gency still process approved by a quail- 
fled person <s) having expert knowledge 
of thermal processing requirements may 
be used before restarting the retort red. 
Alternatively, container entry to the re¬ 
tort shall be stopped and an authorized 
emergency agitating process may be used 
before container entry to the retort Is 
restarted. If any emergency process and 
procedure is utilized, no containers shall 
enter the retort during this time and the 
process and procedures used shall be en¬ 
tered on the production records. 

CIO) Critical factors . The minimum 
headspace of containers, if specified in 
the scheduled process, shall be measured 
and recorded at intervaLs of sufficient fre¬ 
quency to ensure that the headspace is 
as specified in the scheduled process. The 
headspace of solder-tipped, lap seam 
(vent hole) cans may be measured by 
net weight determinations. Where live 
product consistency is specified In the 
scheduled process, the consistency of the 
product shall be determined by objec¬ 
tive measurements on the product taken 
from the filler before processing and re¬ 
corded at intervals of sufficient frequency 
to ensure that the consistency is as spec¬ 
ified in the scheduled process. Minimum 
closing machine vacuum (in vacuum- 
packed products)* maximum drained 
weight, minimum net weight, and per¬ 
cent solids shall be as specified in the 
scheduled process for all products where 
deviations from such specifications may 
affect the scheduled process. Measure¬ 
ments of these critical factors shall be 
made and recorded at Intervals of suf¬ 
ficient frequency to ensure that they are 
as specified in the scheduled process. All 
measurements and recordings of critical 
factors should be made at intervals not 
to exceed 15 minutes. 

<d) Equipment and procedures for 
pressure processing in steam in discon¬ 
tinuous agitating retorts —(1> Indicating 
mercury-in-glass thermometer . Each re¬ 
tort shall be equipped with at least one 
mercury-ln-glass thermometer that has 
a temperature range of not more than 
100 1 P in the processing range on a scale 
at least 7 inches in length. The scale divi¬ 
sions shall be no more than 2° P* Ther¬ 
mometers shall be tested for accuracy 
against a known accurate standard ther¬ 
mometer upon installation and at least 
once a year thereafter or more frequently 
as may be necessary to ensure their ac¬ 
curacy. Bulbs of indicating thermom¬ 
eters shall be installed cither within the 
retort shell or in external wells attached 
to the retort. External wells or pipes shall 
be connected to the retort through at 
least a ^-inch diameter opening, and 
shall be equipped with a 1/16-inch or 
larger bleeder opening so located as to 
provide a full flow of steam past the 
length of the thermometer bulb. The 
bleeder for external wells shall emit 
steam continuously during the entire 
processing period. Thermometers shall 
be installed where they can be accurately 
and easily read. A thermometer with a 
divided mercury column or that deviates 
more than 1* P from the standard shall 
be repaired or replaced. The mercury 
thermometer—not the recorder chart— 


shall be the reference Instrument for in¬ 
dicating the processing temperature. 

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1* P of the-known ac¬ 
curate mercury-in-glass thermometer. A 
means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2* P within a range of 10" P of the proc¬ 
essing temperature. Each chart shall 
have a nvorking scale of not more than 
50" P per inch within a range of 20" P 
of the processing temperature. This re¬ 
corder may be combined with the steam 
controller and may be a recording-con¬ 
trolling Instrument. The temperature re¬ 
corder bulb shall be installed either 
within the retort shell or in a w’ell at¬ 
tached to the shell. Each temperature re¬ 
corder bulb well shall have a Vta-inch or 
larger bleeder opening emitting steam 
continuously during the processing 
period. 

(3) Pressure gages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated in divisions of 
2 pounds or lew, should be connected to 
the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 Inches higher than the 
gooseneck.The gage should be checked 
for accuracy at least once a year. 

(4) Steam controller . Each retort shall 
be equipped with an automatic steam 
controller to maintain the retort tem¬ 
perature. This may be a recording¬ 
controlling instrument when combined 
with a recording thermometer. 

(5) Bleeders. Bleeders, except those 
for thermometer wells, shall be % inch 
or larger and shall be wide open during 
the entire process. Including the coming- 
up-time. Bleeders shall be located within 
approximately 1 foot of each end; addi¬ 
tional bleeders shall be located not more 
than 8 feet apart along the top of the 
retort. In retorts having top steam Inlet 
and bottom venting, a bleeder shall be in¬ 
stalled in the bottom of the retort to en¬ 
sure removal of condensate. All bleeders 
shall be arranged in such a way that the 
operator can observe that they arc func¬ 
tioning properly. 

<6) Venting and condensate removal. 
The air in each retort shall be removed 
before processing is started. At the time 
steam Is turned on. the drain should be 
opened for a time sufficient to remove 
steam condensate from the retort and 
provision should be made for continuing 
drainage of condensate during the retort 
operation. 

(7) Retort speed timing. The rota¬ 
tional speed of the retort shall be 
specified in the scheduled process. The 
rotational speed shall be adjusted, as 
necessary, to ensure that Uic speed is as 
specified in the scheduled process. The 
rotational speed as well as the process 
time shall be recorded for each retort 
load processed. Alternatively, a recording 
tachometer may be used to provide a con¬ 
tinuous record of the speed. A means of 
preventing unauthorized speed changes 
on retorts shall be provided. 


(8> Critical factors. The minimum 
headspace of containers in each retort 
load to be processed, if specified in the 
scheduled process, shall be measured and 
recorded at intervals of sufficient fre¬ 
quency to ensure that the headspace is 
ns specified in the scheduled process. The 
headspace of solder-tipped, lap seam 
(vent hole) cans may be measured by 
net weight determinations. Where the 
product consistency is specified in the 
scheduled process, the consistency of the 
product shall be determined by objective 
measurements on the product taken 
from the filler before processing and re¬ 
corded at Intervals of sufficient frequency 
to ensure that the consistency is as spec¬ 
ified in the scheduled process. Mini¬ 
mum closing machine vacuum (in 
vacuum-packed products), maximum 
drained weight, minimum net weight, 
and percent solids shall be as specified 
In the scheduled process for all products 
where deviations from such specifica¬ 
tions may affect the scheduled process 
Measurements of these critical factors 
shall be made and recorded at intervals 
of sufficient frequency to ensure that 
they are as specified in the scheduled 
process. All measurements and record¬ 
ings of critical factors should be made 
at intervals not to exceed 15 minute* 

<e> Equipment and procedures for 
pressure processing in tea ter in discon¬ 
tinuous agitating retorts—(V Indicating 
mercury-in-glass thermometer. Each re¬ 
tort shall be equipped with at least one 
mercury-in-gloss thermometer that has 
a temperature range of not more than 
i00 # F in the processing ran/e on a 
scale at least 7 inches in length The 
scale divisions shall be no more than 
2" F. Thermometers shall be tested for 
accuracy against a known accurate 
standard thermometer upon Installation 
and at least once a year thereafter or 
more frequently as may be necessary to 
ensure their accuracy- Bulbs of indicat¬ 
ing thermometers shall be Installed 
either within the retort shell or in exter¬ 
nal wells attached to the retort. Ther¬ 
mometers shall be installed where they 
can be accurately and easily read. A 
thermometer that has a divided mercury 
column or that deviates more than l* F 
from the standard shall be repaired or 
replaced. The mercury thermometer-- 
not the recorder chart—shall be the ref¬ 
erence instrument for indicating the 
processing temperature. 

(2) Temperature recording device 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1" F of the knowu ac¬ 
curate mercury-ln-glass thermometer. 
A means of preventing unauthorised 
changes in adjustment shall be provided^ 
The chart graduations shall not exceed 
2* F within a range of 10* F of the 
processing temperature. Each chart snail 
have a working scale of not more than 
50" F per inch within a range of 20* r 
of the processing temperature. Tills re¬ 
corder may be combined with the steam 
controller and may be a recording- 
controlling instrument. The temperature 
recorder bulb sliall be installed either 
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within the retort shell or In a well at¬ 
tached to the .shell. 

<3> Pressure pages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated In divisions of 
2 pounds or less, should be connected to 
the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 Inches higher than the 
t:<x)scneck. The gage should be checked 
lor accuracy at least once a year. 

<4> Steam controller . Each retort 
shall be equipped with an automatic 
-team controller to maintain the retort 
temperature. This may be a recordlng- 
f on trolling instrument when combined 
with a recording thermometer. 

(5) Retort speed timing. The rota¬ 
tional speed of the retort shall be speci¬ 
fied in the scheduled process. The 
rotational speed shall be adjusted, as 
necessary, to ensure that the speed Is as 
specified In the scheduled process. The 
rotational speed as well as the process 
time shall be recorded for each retort 
load processed. Alternatively, a record¬ 
ing tachometer may be used to provide 
a continuous record of the speed. A 
means of preventing unauthorized speed 
changes shall be provided. 

<fl) Air supply and controls. Means 
shall be provided for introducing com¬ 
pressed air at the proper pressure and 
rate. The proper pressure shall be con¬ 
trolled by an automatic pressure control 
unit. A check valve shall be provided in 
the air supply line to prevent water from 
entering the system. 

<7) Critical factors. The minimum 
headspace of containers in each retort 
load to be processed, if specified In the 
scheduled process, shall be measured and 
recorded at intervals of sufficient fre¬ 
quency to ensure that the headspace Is 
a* specified in the sclieduled process. The 
headspace of solder-tipped, lap scam 
fvent hole) cans may be measured by net 
weight determinations. Where the prod¬ 
uct consistency Is specified in the sched¬ 
uled process the consistency of the prod¬ 
uct shall be determined by objective 
measurements on the product taken 
from the filler before processing and 
recorded at Intervals of sufficient fre¬ 
quency to ensure that the consistency Is 
as specified in the scheduled process. 
Minimum closing machine vacuum (in 
vacuum-packed products), maximum 
drained weight, minimum net weight, 
and percent solids shall be as specified 
in the scheduled process for all products 
where deviations from such specifications 
may affect the scheduled process. Meas¬ 
urements of these critical factors shall 
be made and recorded at Intervals of suf¬ 
ficient frequency to ensure that they arc 
w specified In the scheduled process. All 
measurements and recordings of critical 
factors should be made at intervals not 
to exceed 15 minutes. 

*f) Equipment and procedures for 
vesture processing in steam in hydro- 
retorts —(1) Indicating mercury - 
m-giass thermometer . Each retort shall 
hr equipped with at least one mercury- 
m-glass thermometer that has a temper¬ 
ature range of not more than 100* P In 
the processing range on a scale at least 
inches in length The scale divisions 


shall be no more than 3* F. Thermom¬ 
eters shall be tested for accuracy 
against a known accurate standard ther¬ 
mometer upon Installation and at least 
once a year thereafter or more frequently 
as may be necessary to ensure their ac¬ 
curacy. The thermometer shall be located 
in the steam dome near the steam-water 
interface. Where the scheduled process 
specifies maintenance of particular tem¬ 
peratures In the hydrostatic water legs, 
& mcrcury-in-glass thermometer shall be 
located in each hydrostatic water leg in a 
position near the bottom automatic re¬ 
corder so that it can be accurately and 
easily read. A thermometer that has a 
divided mercury column or Ujat deviates 
more than 1* P from the standard Khali 
be repaired or replaced. The mercury 
thermometer—not the recorder chart— 
shall be the reference instrument for in¬ 
dicating the processing temperature. 

(2) Tcmj>erature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1* P of the known accu¬ 
rate mercury-in-glass thermometer, A 
means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2' F within a range of 10* P of the 
processing temperature. Each chart shall 
have a working scale of not more than 
50* P per in. within a range of 20* F of 
the processing temperature. This re¬ 
corder may be combined with the steam 
controller and may be a recording-con¬ 
trolling instrument. The temperature re¬ 
corder bulb shall be installed cither 
within the steam dome or In a well at¬ 
tached to the dome. Temperature re¬ 
corder bulb wells shall have a M<s-inch 
or large bleeder opening emitting steam 
continuously during the entire processing 
period. Additional temperature recorder 
bulbs shall be installed in the hydro¬ 
static water legs If the scheduled process 
specifies maintenance of particular tem¬ 
peratures in the hydrostatic water legs. 

(3) Recording of temperatures. Tem¬ 
peratures Indicated by the mercury-in¬ 
glass thermometer or thermometers shall 
be entered on a suitable form during 
processing operations. Temperature!! 
shall be recorded by an accurate auto¬ 
matic recorder or recorders at the follow¬ 
ing points: 

<i> In the steam chamber between the 
steam-water interface and the lowest 
container position. 

<il) Near the top and the bottom of 
each hydrostatic water leg if the sched¬ 
uled process specifies maintenance of 
particular temperatures In the legs. 

(4) Venting. Before the start of proc¬ 
essing operations, the retort steam 
chamber or chambers shall be vented to 
ensure removal of air. 

(5) Bleeders . Bleeder openings y 4 - 
inch or larger shall be located at the end 
of the steam chamber or chambers op¬ 
posite from the point of steam entry. 
Bleeders shall be wide open and shall 
emit steam continuously during Die en¬ 
tire process, including the coming-up¬ 
time. All bleeders shall be arranged In 
such a way that the operator can ob¬ 
serve that they are functioning properly. 


<fl) Retort speed. The speed of the 
container conveyor chain shall be speci¬ 
fied In the scheduled process and shall 
be determined and recorded at the start 
of processing and at Intervals of sufficient 
frequency to ensure that the retort speed 
is maintained as specified. The speed 
should be determined and recorded every 
4 hours. An automatic device should be 
used to stop the chain when the tempera¬ 
ture drops below that specified in the 
scheduled process. A means of prevent¬ 
ing unauthorized speed change* shall be 
provided. 

(7) Critical factors. <i) Where maxi¬ 
mum drained weight is specified in the 
scheduled process, It shall be measured 
and recorded at Intervals of sufficient 
frequency to ensure that the weight of 
the product does not exceed the maxi¬ 
mum for the given container size speci¬ 
fied in the scheduled process. 

<ii) Minimum closing machine vacuum 
On vacuum-packed products) shall be 
observed and recorded at intervals of suf¬ 
ficient frequency to ensure that the 
vacuum is as specified in the scheduled 
process. 

♦ill) Such measurements and record¬ 
ings should be made at intervals not to 
exceed 15 minutes. 

<g) Aseptic processing and packaging 
systems — (1) Product sterilizer — (|) 
Equipment—ta> Temperature indicating 
device. Each product sterilizer shall be 
equipped with at least one mcrcury-in- 
glass thermometer that has a tempera¬ 
ture range of not more than 100 F in 
the processing range on a scale at least 7 
Inches in length, or an equivalent tem¬ 
perature Indicating device, such as a 
thermocouple-recorder. The scale divi¬ 
sions or chart graduations of the temper¬ 
ature indicating device shall be no more 
than 2* P within the range of 10* F 
of the product sterilization operating 
range. The device shall be Installed In 
the product at the holding tube outlet 
between the holding tube and the inlet 
to the cooler. The temperature Indicat¬ 
ing device shall be tested for accuracy 
against a known accurate standard 
thermometer upon Installation and at 
least once a year thereafter or more 
frequently as may be necessary to ensure 
Its accuracy. The device shall be installed 
so that it can be accurately and easily 
read. A thermometer that has a divided 
mercury column or a device that deviates 
more than 1* F from the standard shall 
be repaired or replaced. The temperature 
indicating device shall be the reference 
instrument for Indicating the processing 
temperature. 

(b> Temperature rccordtng devic* 
There shall be an accurate temperature 
recording device on each product pre- 
sterilizer. The temperature sensor shall 
be located In the presterilized product 
at the holding tube outlet between the 
holding tube and the inlet of the cooler 
The recording device shall be adjusted to 
agree with a known accurate standard 
mercury-ln-glass thermometer. A means 
of preventing unauthorized changes in 
adjustment shall be provided. The re¬ 
cording device shall not deviate more 
than 1* F from the standard ther-* 
mometer; it shall be installed so that it 
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can be accurately and easily read. The 
recording chart graduations shall not 
exceed 2“ P within a range of 10* P of 
the desired product sterilization temper¬ 
ature. The chart shall have a working 
scale of not more than 50* P per inch 
within a range of 20“ F of the processing 
temperature. 

(C) Temperature recorder-controller. 
An accurate temperature recorder-con¬ 
troller shall be located in the product 
sterilizer at the Anal heater outlet. It 
shall be capable of assuring that the de¬ 
sired product sterilization temperature 
is maintained. The chart graduations 
shall not exceed 2 > P within a range of 
10* P of the desired product steriliza¬ 
tion temperature. 

id) Product-to-product regenerators. 
Where a product-to-product regenerator 
is used to heat the cold unstcrilized prod¬ 
uct entering the sterilizer by means of a 
heat exchange system. It shall be de¬ 
signed. operated, and controlled so that 
the pressure of the sterilized product in 
the regenerator is greater than the pres¬ 
sure of any unsterilized product in the 
regenerator to ensure that any leakage 
in the regenerator will be from the steri¬ 
lized product into the unsteriilzed 
product. 

(e> Differential pressure recorder-con¬ 
troller. Where a product-to-product re¬ 
generator is used, there shall be an ac¬ 
curate differential pressure recorder- 
controller installed on the regenerator. 
The scale divisions shall not exceed 2 
pounds per square inch on a working 
scale of not more than 20 pounds per 
square inch per inch. The controller shall 
be tested for accuracy against a known 
accurate standard pressure Indicator, 
upon installation and at least once every 
3 months of operation thereafter or more 
frequently as may be necessary to ensure 
its accuracy. One pressure sensor shall 
be installed at the sterilized product re¬ 
generator outlet, and the other pressure 
sensor shall be installed at the unsteri¬ 
Uzed product regenerator inlet. 

if) Metering pump. A metering pump 
shall be located upstream from the hold¬ 
ing tube and shall be operated to main¬ 
tain the required rate of product flow. A 
means of preventing unauthorized speed 
changes shall be provided. 

iff) Product holding tube. The prod¬ 
uct sterilizing holding tube shall be de¬ 
signed to give continuous holding of 
every particle of food for at least the 
minimum holding time specified In the 
scheduled process. The holding tube 
shall be designed so that no portion be¬ 
tween the product inlet and the product 
outlet can be heated, and it shall be 
sloped upward at least 0.25 inch per foot. 

<ii> Operation —(a) Startup. Prior to 
the start of aseptic processing operations, 
the product sterilizer shall be brought to 
a condition of commercial sterility. 

i b) Temperature drop in product ster¬ 
ilizing holding tube. When product tem¬ 
perature in the holding tube drops be¬ 
low the temperature specified in the 
scheduled process, the product holding 
tube and any further system portions 
affected shall be returned to a condition 
of commercial sterility before flow Is re¬ 
sumed to the filler. 


(c) Loss of proper pressures in the re¬ 
generator. Where a regenerator Is used 
the product may lose sterility whenever 
the pressure of sterilized product in the 
regenerator is less than 1 lb. per square 
in. greater than the pressure of unsteri¬ 
Uzed product in the regenerator. Product 
flow to the filler shall not be resumed 
until the cause of the improper pressure 
relationships in the regenerator has been 
corrected and the affected system(s) has 
been returned to a condition of commer¬ 
cial sterility. 

<d) Records . Readings at the follow¬ 
ing points shall be observed and recorded 
at the start of aseptic packaging opera¬ 
tions and at intervals of sufficient fre¬ 
quency to ensure that these values arc 
as specified in the scheduled process: 
Temperature indicating device in hold¬ 
ing tube outlet; temperature recorder in 
holding tube outlet; temperature record¬ 
er-controller at final heater outlet: dif¬ 
ferential pressure recorder-controller, if 
a product-to-product regenerator Is 
used; and product flow rate as estab¬ 
lished by the meering pump or as deter¬ 
mined by filling and closing rates. Such 
measurements and recordings should be 
mode at Intervals not to exceed 1 hour. 

<2) Container sterilizing, filling, and 
closing operation —(!) Equipment—< a) 
Recording device. The container and 
closure sterilization system and product 
filling and closing system shall be In¬ 
strumented to show that commercial 
sterility is being achieved. Automatic re¬ 
cording devices shall be used to record, 
where applicable, the sterilization media 
flow rates and/or temperatures. Where 
a batch system is used for container ster¬ 
ilization. the sterilization conditions shall 
be recorded. 

<b> Timing methodis ). A methods) 
shall be used either to give the reten¬ 
tion time of containers, and closures if 
applicable, in the sterilizing environ¬ 
ment as specified in the scheduled proc¬ 
ess, or to control the sterilization cycle 
at the rate as specified In the scheduled 
process. A means of preventing unau¬ 
thorized speed changes shall be provided. 

(U) Operation—(a) Startup. Prior to 
the start of packaging operations, both 
the container and closure sterilizing 
system and the product filling and clos¬ 
ing system shall be brought to a condi¬ 
tion or commercial sterility. 

<b) Loss of sterility . In the event of 
loss of sterility, the systemts) shall be 
returned to a condition of commercial 
sterility before resuming packaging op¬ 
erations. 

(c) Records. Observations and meas¬ 
urements of operating conditions shall 
be made and recorded at intervals of 
sufficient frequency to ensure that com¬ 
mercial sterility of the food product Is 
being achieved; such measurements 
shall include the sterilization media flow 
rates and/or temperatures, the container 
and closure rates (If applicable) through 
the sterilizing system, and the steriliza¬ 
tion conditions if a batch system is 
used for container sterilization. The 
measurements and recordings should be 
made at intervals not to exceed 1 hour. 

(3) Incubation. Incubation testa shall 
be conducted on a representative sample 


of containers of product from each code; 
records of the tests shall be maintained 
(h) Equipment and procedures for 
flame sterilizers . The container conveyor 
speed shall be specified In the scheduled 
process. The container conveyor speed 
shall be measured and recorded at the 
start of operations and at Intervals of 
sufficient frequency to ensure that the 
conveyor speed is as specified in the 
scheduled process. Such measurements 
and recordings should be done at 1-hour 
Intervals. Alternatively, a recording 
tachometer may be used to provide a 
continuous record of the speed. A means 
of preventing unauthorized speed 
changes on the conveyor shall be pro¬ 
vided The surface temperature of at 
least one container from each conveyor 
channel shall be measured and recorded 
at the end of the holding period at in¬ 
tervals of sufficient frequency to ensure 
that the temperatures specified in the 
scheduled process are maintained. Such 
measurements and recordings should be 
done at Intervals not to exceed 15 
minutes. 

(1) New systems. The development of 
new systems for the thermal processing 
of low-acid foods In hermetically sealed 
containers shall conform to the appli¬ 
cable requirements of this part and shall 
ensure that the methods and controls 
used for the manufacture, processing, 
and or packing of such foods are oper¬ 
ated or administered in a manner ade¬ 
quate to achieve commercial sterility. 

Subpart D—Control of Components, Food 
Product Containers, Closures, and In- 
Process Materials 

g 113.60 Conluinrr*. 

<a> Closures. Regular observations 
shall be maintained during production 
runs for gross closure defects. Any such 
defects shall be recorded, and corrective 
action shall be taken and recorded. At 
intervals of sufficient frequency to ensure 
proper closure, the operator, closure su¬ 
pervisor, or other qualified container 
closure inspection person shall visually 
examine either the top seam of a can 
randomly selected from each seaming 
head or the closure of any other type of 
container being used, and shall record 
his observations. Such measurements 
and recordings shoud be made at inter¬ 
vals not to exceed 30 minutes. Additional 
visual closure Inspections shall be made 
immediately following a jam in a closure 
machine, after closing machine adjust¬ 
ment. or after startup of a machine fol¬ 
lowing a prolonged shutdown. All perti¬ 
nent observations shall be recorded. 
Where irregularities are found, the cor¬ 
rective action shall be recorded. 

(1) Teardown examinations for dou¬ 
ble seam cans shall be performed by a 
qualified individual and the results 
therefrom shall be recorded at intervals 
of sufficient frequency on enough con¬ 
tainers from each seaming station to 
ensure maintenance of scam integrity. 
Such examinations and recordings 
should be made at Intervals not to ex¬ 
ceed 4 hours. The results of the teardown 
examinations shall be recorded and the 
corrective action taken, if any. shall be 
noted. 
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fi) Required and optional can seam 

measurements: 

(a) Micrometer measurement system: 


Required 

Cover hook. % 

Body hook. 

Width (length, 
height). 

Tightness (observa¬ 
tion for wrinkle). 


Optional 

Overlap (by ca!cu!a< 
Uon). 

Countersink. 

Thickness. 


ib) Seam scope 
Required 

Body hook. 

Overlap. 

Tightness (observa¬ 
tion for wrinkle). 

(c) Can double 


projector* 
Optional 
Width (length. 

height). 

Cover hook 

Countersink. 

Thickness. 

in terminology: 




iili Two measurements at different lo¬ 
cations. excluding the side seam, shall 
be made for each double seam character¬ 
istic if a seam scope or seam projector 
is used. When a micrometer is used, three 
measurements shall be made at points 
approximately 120* apart, excluding the 
side seam. 

(ill) Overlap length can be calculated 
by the following formula: 

The theoretical overlap length 
CH BH f T W 

where 

CH" cover hook 
BH -body hook 
T - cover thicknem. and 
W-seam width (height, length) 

(2) For closures other than double 
seams, appropriate detailed inspections 
and tests shall be conducted by qualified 
personnel at intervals of sufficient fre¬ 
quency to ensure proper closing machine 
performance and consistently reliable 
hermetic seal production. Records of 
such tests shall be maintained. 

<b) Cooling. Container cooling water 
should be chlorinated as necessary by 
the processor so that there is a measur¬ 
able free chlorine residual at the water 
discharge point of the container cooler. 
Other safe chemical or physical treat¬ 
ment which is equivalent to chlorination 
in its bactericidal effect may be used. 
Where pressure cooling is utilized, ade¬ 
quate pressure should be maintained for 
a time sufficient to prevent permanent 
distortion of the container. 

<c > Coding, Each hermetically sealed 
rontalner of low-acid processed food 
shall be marked with an identifying code 
which shall be permanently visible to 
tlte naked eye. Where the container does 
not permit the code to be embossed or 
inked, the label may be legibly perforated 
<>r otherwise marked, provided that the 
label is securely affixed to the product 
container. The required identification 
shall identify in code the establishment 


where packed, the product contained 
therein, the year packed, the day packed, 
and the period during which packed. The 
packing period code shall be changed 
with sufficient frequency to enable ready 
identification of lots during their sale 
and distribution. Codes may be changed 
on the basis of one of the following: In¬ 
tervals of every 4 to 5 hours: personnel 
shift changes; or batches, provided the 
containers comprising such batch do not 
extend over a period of more Uian one 
personnel shift. 

(d> Postprotie&s handling. Where cans 
are handled on belt conveyors, such con¬ 
veyors should be so constructed as to 
minimize contact by the belt with the 
double seam. i.e., cans should not be 
rolled on the double seam. All worn and 
frayed belting, can retarders, cushions, 
etc. should be replaced with new nan- 
porous material. All tracks and belts 
which come into contact with the can 
seams should be thoroughly scrubbed and 
sanitized at intervals of sufficient fre¬ 
quency to avoid product contamination. 
Automatic equipment used in handling 
filled containers should be so designed 
and operated in such a manner as to 
preserve the can seam or other container 
closure integrity. 

Subpart E—Production and Process 
Controls 

§ I 13.81 Pr«Klucl preparation. 

<a> Incoming raw' materials, ingredi¬ 
ents. and packaging components should 
be inspected upon receipt to ensure that 
they are suitable for processing. Raw ma¬ 
terials should be received in an area sep¬ 
arate from the processing areas. Prior to 
being placed in inventory, ingredients 
susceptible to microbiological contami¬ 
nation which would render them unsuit¬ 
able for processing either should be ex¬ 
amined for microbiological condition or 
should be received under a supplier's 
guarantee that they are of a microbio¬ 
logical condition suitable for use in proc¬ 
essing low-acids foods. Products should 
be held prior to processing in such a 
manner as to minimize growth of micro¬ 
organisms. 

<b> Blanching by heat, when required 
in the preparation of food for canning, 
should be effected by heating the food to 
the required temperature, holding it at 
tills temperature for the required time, 
and then either rapidly cooling the food 
or passing it to subsequent processing 
without dllay. Thermophilic growth and 
contamination in blanchers should be 
minimized by the use of adequate operat¬ 
ing temperatures and by cleaning. Where 
the blanched food product is washed 
prior to filling, potable water should be 
used. 

<c> The filling of containers, either 
mechanically or by hand, shall be con¬ 
trolled so as to ensure that the tilling re¬ 
quirements specified in the scheduled 
process are met. 

(d) The exhausting of containers for 
the removal of air shall be controlled so 
as to meet the conditions for which the 
process wus designed. This may be done 
by heat exhausting, mechanical exhaust¬ 
ing. hot brining, or steam injection. 


(e) When normally low-acid fruits, 
vegetables, or vegetable products re¬ 
quire sufficient acidification to permit 
safe processing at low temperatures, such 
as-in boiling water, there shall be careful 
supervision to ensure that the equilib¬ 
rium pH of the finished product meets 
that of the scheduled process. 

§ I 13.83 Kfttablidling ftrlirdulcnl pror* 

(•Mi. 

Scheduled processes for low-acid foods 
shall be established by qualified persons 
having expert knowledge of thermal 
processing requirements for low-acid 
foods in hermetically sealed containers 
and having adequate facilities for mak¬ 
ing such determinations. The type, range, 
and combination of variations encoun¬ 
tered in commercial production shall be 
adequately provided for in establishing 
the scheduled process. Critical factors 
which may affect the scheduled process 
(e.g., minimum headspace, consistency, 
maximum drained weight, etc.) shall be 
specified in the scheduled process. Ac¬ 
ceptable scientific methods of establish¬ 
ing heat sterilization processes shall in¬ 
clude, where necessary, but not be lim¬ 
ited to microbial thermal death time 
data, process calculations based on prod¬ 
uct heat penetration data, inoculated 
packs, and incubation tests. Product heat 
penetration data may be mathematically 
converted in calculating processes for 
different container sizes and thermal 
processing temperatures. If incubation 
tests are necessary, they shall include 
containers from test trials and from ac¬ 
tual commercial production runs during 
the period of instituting the process. The 
incubation tests for establishing sched¬ 
uled processes should Include the con¬ 
tainers from the test trials and a number 
of containers from each of four or more 
actual commercial production runs. The 
number of containers from actual com¬ 
mercial production runs should be de¬ 
termined on the basis of recognized sci¬ 
entific methods to be of a size sufficient to 
ensure the adequacy of the process. Com¬ 
plete records covering all aspects of the 
establishment of the process and asso¬ 
ciated incubation tests shall be prepared 
and shall be permanently retained by the 
person or organization making the 
determination. 

§ I 13.87 0|»cr«tM>ti» in llir llirrntnl 

pro4 c««iiig room. 

f a) Scheduled processes and venting 
procedures to be used for each product 
and container size being packed shall 
cither be posted in a conspicuous place 
near the processing equipment or shall 
be made readily available to the retort 
or processing system operator and any 
duly authorized employee of the Food 
and Drug Administration. 

<b) All retort baskets, trucks, cars, or 
crates containing unretorted food prod¬ 
uct, or some of the containers on the 
top of each basket, shall be plainly and 
conspicuously marked with a heat sen¬ 
sitive indicator, or by other effective 
means, which will visually indicate to 
thermal processing personnel whether or 
not each such unit lias been retorted. 
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<c> The initial temperature of the con¬ 
tents of the containers to be processed 
shall be determined and recorded with 
sufficient frequency to ensure that the 
temperature of the product is no lower 
than the minimum initial temperature 
specified in the scheduled process. 

(d) Timing devices used In recording 
thermal process time information shall 
be accurate to the extent needed to en¬ 
sure that the processing time specified 
in the scheduled process is achieved. 
Pocket or wrist watches shall not be con¬ 
sidered satisfactory for timing purposes. 

<e> For continuous agitating retorts, 
the condensate bleeder shall be checked 
with sufficient frequency to ensure ade¬ 
quate removal of condensate. A record 
shall be kept to show how it is 
functioning. 

§ I 13.89 I>«’\ lotion* i»* |ir«M-r*Aii»n. 

Whenever any process is le&s than the 
scheduled process for any low-acid food 
or container system as disclosed from 
records, by processor check, or otherwise, 
the commercial processor of such low- 
acid food shall either fully reprocess that 
portion of the production involved, keep¬ 
ing full records of the reprocessing con¬ 
ditions or, alternatively, shall set aside 
that portion of the production involved 
for further evaluation as to any potential 
public health significance. Such evalua¬ 
tion shall be made by i enf proc¬ 

essing authority and shall be in accord¬ 
ance with procedures recognized by 
competent processing authorities os be¬ 
ing adequate to detect any potential 
hazard to public health. Unless such 
evaluation demonstrates that the product 
had been given a thermal process that 
rendered it free of microorganisms of 
potential public health significance, the 
product set aside either shall be fully re¬ 
processed to render it commercially ster¬ 
ile or it shall be destroyed. A record shall 
be made of the evaluation procedures 
used and the results. Either upon comple¬ 
tion of full reprocessing and the attain¬ 
ment of commercial sterility or after the 
determination that no significant poten¬ 
tial for public health hazard exists, that 
portion of the production involved may 
be shipped in normal distribution. Other¬ 
wise. the portion of the production in¬ 
volved shall be destroyed. 

Subpart F—Records and Reports 
§ 113.10(1 Record*. 

(a) Processing and production infor¬ 
mation shall be entered by the retort or 
processing system operator, or other des¬ 
ignated person, on forms which shall In¬ 
clude the product, the code number, the 
retort or processing system number, the 
size of container, the approximate num¬ 
ber of containers per coding interval, the 
minimum initial temperature, the actual 
processing time and temperature, the 
mercury-in-glass and recording ther¬ 
mometer readings, and other appropriate 
processing data. Closing machine vac¬ 
uum (in vacuum-packed products), 
maximum drained weight, or other criti¬ 
cal factors specified in the scheduled 
process shall also be recorded. In addi¬ 


tion. the following records shall be 
maintained: 

(1) Still retorts . Time steam on; time 
temperature up to processing tempera¬ 
ture; time steam off; venting time and/or 
temperature to which vented (as appli¬ 
cable). 

(2) Agitating retorts. Functioning of 
condensate bleeder; retort speed: and. 
where specified in the scheduled proc¬ 
ess. headspace, consistency, maximum 
drained weight, minimum net weight, 
and percent solids. 

(3) Hydrostatic retorts. The tempera¬ 
ture in the steam chamber between the 
steam-water interface and the lowest 
container position; speed of the contain¬ 
er conveyor chain; and. where the sched¬ 
uled process specifics maintenance of 
particular temperatures In the hydro¬ 
static water legs, the temperatures near 
the top and the bottom of each hydro¬ 
static water leg. 

(4) Aseptic processing and packaging 
systems. Product temperature in the 
holding tube outlet as indicated by the 
temperature indicating device and the 
temperature recorder; product tempera¬ 
ture in the final heater outlet as indi¬ 
cated by tlie temperature recorder- 
controller; differential pressure as indi¬ 
cated by the differential pressure record¬ 
er-controller, if a product-to-product 
regenerator in used; product flow rate, as 
determined by the metering pump or by 
Ailing and closing rates: sterilisation 
media flow rate and/or temperature; re¬ 
tention time of containers, and closures 
where applicable, in the sterilizing equip¬ 
ment; and, where a batch system is used 
for container and/or closure sterilization, 
sterilization cycle times and tempera¬ 
tures. 

(5) Flame sterilizers. Container con¬ 
veyor speed; surface temperature at the 
end of the holding period ; nature of con¬ 
tainer. 

*b> Recording thermometer charts 
shall be identified by date, and other 
data as necessary, so they can be corre¬ 
lated with the written record of lots 
processed. Each entry on the record shall 
be made by the retort or processing sys¬ 
tem operator, or other designated per¬ 
son, at the time the specific retort or 
processing system condition or opera¬ 
tion occurs, and the retort or processing 
system operator or such designated per¬ 
son shall sign or Initial each record 
form. Not later than 1 working day after 
the actual process, and prior to' shipment 
or release for distribution, a representa¬ 
tive of plant management who is qual¬ 
ified by suitable training or experience 
shall review all processing and produc¬ 
tion records for completeness and to 
ensure that the product received the 
scheduled process. The records, includ¬ 
ing the recording thermometer chart(s), 
shall be signed or Initialed by the per¬ 
son conducting the review. 

(c) Written records of all container 
closure examinations shall specify the 
product code, the date and time of con¬ 
tainer closure inspections, the measure¬ 
ments obtained, and all corrective actions 
taken Records shall be signed or Ini¬ 


tialed by the container closure inspector 
and shall be reviewed by management 
with sufficient frequency to assure that 
the containers are hermetically sealed 
(d) Copies of all records provided for 
in this part except those required under 
4 113.83 establishing scheduled processe 
shall be retained at the processing plant 
for a period of not less than one year, am: 
at the processing plant or other reason¬ 
ably accessible location for an additional 
two years. If during the first year of the 
three-year record retention period the 
processing plant is closed for a prolonged 
period between seasonal packs, the rec¬ 
ords may be transferred to some other 
reasonably accessible location at the end 
of the seasonal pack. 


PART 118—CACAO PRODUCTS AND 
CONFECTIONERY 

Subpart A—Ooner»l Provision* 

8«c 

118.1 Current good manufacturing pr» 
tlce. 

118 3 Definition*. 

Subport B—Building* end FaoHtie* 

118.30 Plants and ground*. 

118 36 Sanitation facimte*. 

118 37 Sanitary operation*. 

Subport C—Equipment 
118 40 Equipment and procedure* 

Sub port D—(Aesorvedl 
Sub port E —Production ond Proem Centro** 

118 80 Processes and control*. 

Subpart F—Record* and Report* 

118 100 Record*. 

AuTMoaxrY: Secs. *02(a)(4). 400. 701(a) 
62 8tat. 1048, 1066, 72 Stat 1786 1788 (21 
U.8C. 342(a)(4), 348. 371(a)). 

Subpart A—General Provisions 

§ 118.1 Current good ntamihirturin' 
practice. 

<a) The criteria and definitions li. 
Part 110 of this chapter shall apply ;n 
determining whether the facilities 
methods, practices, and controls used 
for the manufacture, processing, pack¬ 
ing. or holding of cacao products and 
confectionery are in conformance with 
and are operated or administered in con¬ 
formity with good manufacturing prac¬ 
tices to produce, under sanitary condi¬ 
tions. food for human consumption. 

<b) The criteria in 44 118.20, 118.35. 
118.37. 118.40. 118.80, and 118.100 set 
forth additional standards to be applied 
In evaluating the methods and proce¬ 
dures used in the manufacture, process 
Ing, packaging, packing, or holding of 
cacao products and confectionery. 

(c) Pertinent criteria from Part 110 ol 
this chapter have been incorporated into 
41 118.20, 118.35, 118.37, 118.40, 118.80 
and 118.100 to emphasize critical control 
points in the manufacture, processing 
packaging, packing, or holding of cacao 
products and confectionery. 

§118.3 Definition*. 

For the purposes of this part, the fol¬ 
lowing definitions apply: 

(a) “Cacao products" means any form 
of chocolate, chocolate product, cocoa ar 
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cocoa product Such foods include but 
are not limited to cacao nibs, sweet choc- 
date. milk chocolate, other foods stand¬ 
ardized by Part 163 of this chapter, and 
chocolate sirup. They do not include the 
raw cacao bean, extracts, flavoring de¬ 
rived from such extracts, and chocolate- 
or cocoa-flavored foods. 

<b> '‘Confectionery” means candy and 
other food products made with sweet¬ 
eners, and frequently prepared with col¬ 
orings. flavorings, milk products, cacao 
products, nuts, fruits, starches, and other 
materials. Such foods include hut are not 
limited to frosting*, toppings, and cake 
decorations. They do not include chew¬ 
ing gum. sauces, sirups. Jellies. Jams, pre¬ 
serves, cakes, or cookies. 

<c) "Lot” means a collection of pri¬ 
mary containers or units of the same 
size, type and style, containing finished 
product produced under conditions as 
nearly uniform as possible, designated 
by a common container code or mark¬ 
ing, and. in any event no more than a 
day's production. 

«d> “Return” means clean, wholesome 
product**) returned to the manufacturer 
for reprocessing for reasons other than 
insanitary conditions and which Is suit¬ 
able for use as food. 

<e> “Rework" means clean, wholesome 
product's) removed from processing for 
reasons oilier than insanitary conditions 
and which is suitable for reprocessing 
and for use as food. 

<fi “Shair* refers to mandatory re¬ 
quirements and “should" refers to rec¬ 
ommended or advisory procedures or 

equipment 

*g) “Waste" means product rejected 
due to adulteration that renders it un¬ 
suitable for use as human food. 

Subpart B—Buildings and Facilities 

§ 118.20 Plant* and ground*. 

Effective measures shall be taken to 
prevent contamination of products, raw 
materials, or packaging materials with 
microorganisms, chemicals, filth, or 
other extraneous material. Tills may be 
accomplished by separating the follow¬ 
ing operations by partition, location, air 
flow, enclosed systems, or other effective 
means: 

<a> Receiving. 

• b) Raw material storage. 

(c) Caeao bean cleaning, roasting, 
cooling, cracking, and fanning. 

(d) Cacao product milling, pressing, 
mixing, refining, conchlng. tempering, 
and molding. 

< e) Pulverizing or separating of cocoa, 
and other dusty operations. 

(f> Cacao product and confectionery 

processing, 

'g) Portable equipment and utensil 
cleaning and sanitizing. 

<h) Packaging and packing. 

<l> Finished product storage and ship¬ 
ping. 

S lia*35 Sanitation fariiitir*. 

<a) Adequate and readily accessible 
han^i washing and sanitizing facilities 
shall be provided In the plant for em¬ 
ployees who may handle unprotected 
food, unprotected packaging materials. 
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and food-contact surfaces. Such facilities 
shall be furnished with running water at 
a suitable temperature for hand washing, 
effective hand cleaning and sanitizing 
preparations, sanitary towel service or 
suitable drying devices, and. w’here ap¬ 
propriate, refuse receptacles constructed 
and maintained in a manner to prevent 
product contamination. These facilities 
should also be equipped wtih water con¬ 
trol valves so designed and constructed 
as to prevent recontamination of clean, 
sanitized hands. 

<b) Readily understandable signs di¬ 
recting employees handling unprotected 
food, unprotected packaging materials, or 
food-contact surfaces, to wash and sani¬ 
tize their hands before starting work, 
after each absence from post of duty, 
find when their hands may have become 
soiled or contaminated shall be conspicu¬ 
ously posted in the processing room's) 
and in all other areas where employees 
may handle such materials and surfaces. 

(c) Management shall maintain suffi¬ 
cient control to ensure that employees 
liandiing unprotected food, unprotected 
packaging materials, or food-contact sur¬ 
faces wash and sanitize their hands be¬ 
fore starting work, after each absence 
from post of duty, and when their hands 
may have become soiled or contaminated. 

§118.37 Sanitary operation*. 

(a) Cleaning and sanitizing of utensils 
and equipment shall be carried out in 
such u manner as to prevent raw* mate¬ 
rial. packaging material, or product 
contamination. 

(b) Food-contact surfaces of equip¬ 
ment used for processing or holding low* 
moisture raw materials or products such 
as chocolate, fats and oiLs, liquid nutritive 
sweeteners, peanut butter, and similar 
materials which are not conducive to 
microbial growth shall be maintained in 
a sanitary condition. When wet cleaning 
of such equipment may cause conditions 
conducive to microbial growth, other ap¬ 
propriate cleaning methods shall be uti¬ 
lized to prevent product contamination. 

<c) Poisonous or dangerous cleaning 
compounds, sanitizing agents, and pes¬ 
ticide chemicals shall be applied, stored, 
and held in such a manner as to prevent 
food or packaging material contamina¬ 
tion. These materials shall be identi¬ 
fied and used only in such manner and 
under such conditions as will be safe for 
their Intended use. Any applicable reg¬ 
ulations promulgated by the Environ¬ 
mental Protection Agency for the appli¬ 
cation. use. or holding of such material 
shall be followed. 

Subpart C—Equipment 

§ 118.10 Equipment and procedure*. 

(a) Food-contact surfaces shall be cor¬ 
rosion-free and made of nontoxic mate¬ 
rial that w r ill not crack or disintegrate 
in normal operation and will withstand 
the environment of ita intended* use and 
the action of food ingredients, cleaning 
compounds, and sanitizing agents. All 
food-contact surfaces shall be main¬ 
tained to prevent product contamination 
and shall be in compliance with section 
409 of the act (21 U.8.C. 348) as It per¬ 
tains to indirect food additives. 
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(b) Seams on food-contact surfaces 
shall be smoothly bonded or maintained 
so as to prevent microbiological contam¬ 
ination In places where dirt or organic 
material might accumulate. 

(c) Nonfood-contact surfaces of equip¬ 
ment shall be so constructed that they 
can be kept in a clean condition. 

<d> Regulating and/or recording con¬ 
trols. thermometers, other temperature 
measuring devices, and temperature re¬ 
cording devices on equipment used to 
pasteurize raw materials or products 
shall be accurate and effective for their 
designated uses. The accuracy of temper¬ 
ature controlling, measuring, and re¬ 
cording devices on equipment used to 
control or prevent undesirable microbial 
growth in raw materials or finished 
products shall be within ±2’ F. 

<e> Each freezer and cold storage com¬ 
partment used for storing or holding raw* 
materials or products capable of support¬ 
ing growth of microorganisms shall be 
fitted with an indicating thermometer, 
temperature measuring device, or tem¬ 
perature recording device so installed os 
to show accurately the temperature 
within the compartment, and should be 
fitted with an automatic control for reg¬ 
ulating temperature or an automatic 
alarm system to Indicate a significant 
temperature change in a manual opera¬ 
tion. 

< f > Cooling tunnels on processing lines 
shall have access doors or other provi¬ 
sions to permit cleaning of the interior. 

Subpart D—[Reserved] 

Subpart E—Production and Process 
Controls 

§ 118.80 IVimtmti anti control*. 

The manufacturer shall employ ap¬ 
propriate quality control procedures and 
treatments to ensure that raw materials 
and finished products are wholesome and 
fit for food, that packaging materials arc 
safe and suitable and that all of tho 
foregoing materials are otherwise in com¬ 
pliance with the Federal Food, Drug, and 
Cosmetic Act. 

(a) Handling of raw materials. <1* 
Milk and milk products shall have been 
pasteurized before use, and egg products 
shall hove been pasteurized or otherwise 
treated to destroy viable Salmonella mi¬ 
croorganisms before use. or these mate¬ 
rials (l.e^ milk, milk products and egg 
products) shall be pasteurized or other¬ 
wise treated during processing operations 
to destroy pathogenic microorganisms. 
The manufacturer shall ensure that gela¬ 
tin, dried coconut, nuts, and other raw 
materials susceptible to contamination 
by pathogenic microorganisms are free cf 
such microorganisms before these mate¬ 
rials are Incorporated Into finished prod¬ 
ucts unless these material* are pasteur¬ 
ized or otherwise treated before or during 
processing operations to destroy path- * 
ogenlc microorganisms. Compliance with 
tills requirement may be accomplished by 
purchasing these materials under a sup¬ 
plier’s guarantee or certification, or veri¬ 
fied by analyzing these materials for 
pathogenic microorganisms. 

(2) The manufacturer shall ensure 
that peanuts. Brazil nuts, pistachio nuts. 
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filberts, walnuts, almonds, pecans, corn 
meal, and other raw materials susceptible 
to afiatoxtn contamination comply with 
current Pood and Drug Administration 
regulations, guidelines, and action levels 
for poisonous or deleterious substances 
before thewe materials are incorporated 
into finished products. Compliance with 
tills requirement may be accomplished by 
purchasing these materials under a sup¬ 
plier's guarantee or certification, or veri¬ 
fied by analyzing these materials for 
uflatoxins. 

(3) The manufacturer shall ensure 
that nuts, raisins, cacao beans, spices, re¬ 
work. return, and other raw’ materials 
susceptible to Infestation or contamina¬ 
tion by animals, birds, vermin, microor¬ 
ganisms, or extraneous material comply 
with current Pood and Drug Administra¬ 
tion regulations, guidelines, and action 
levels for natural or unavoidable defects 
before these materials are incorporated 
Into finished products. Compliance with 
this requirement may be verified by ex¬ 
amining these materials for Infestation 
and contamination. 

<b) Storing and holding of raw mate - 
rials. Raw materials shall be heM in con¬ 
tainers so designed and constructed a* to 
prevent raw material contamination. 
Raw materials and packaging materials 
shall be held at such temperature and 
relative humidity and in such a manner 
as to prevent their adulteration due to 
contamination or decomposition. 

(1) Materials capable of supporting 
growth of pathogenic microorganisms 
shall be stored at a temperature below 
40* P or above 140* P. except for such 
period of time actually required for the 
processing involved and which does not 
affect the wholesomeness of the raw ma¬ 
terials. 

(2) Frozen materials shall be kept 
frozen and should be stored at a tem¬ 
perature of 0* F or below. 

(3) Liquid sugars shall be held in such 
a manner as to prevent microbial growth 
or any other direct or indirect contami¬ 
nation. Storage tanks for liquid sugars 
shall have filtered air-intake vents. 

(4) Liquid mixtures containing egg 
products or other perishable materials 
and capable of supporting growth of 
pathogenic microorganisms shall be held 
in such a manner as to preclude the 
growth of these microorganisms or shall 
be processed In such a manner as to de¬ 
stroy these microorganisms This may be 
accomplished by: 

(I) Maintaining the mixtures at a 
temperature below 40' P after removal 
from storage and disposing of the unused, 
portion at least every 12 hours during 
operations and at the end of the day s 
operation; or 

(II) Maintaining the mixture at a tem¬ 
perature below 50* P after removal from 
storage and disposing of the unused 

0 portion at least even’ 4 hours during 
operations and at the end of the day’s 
operation; or 

(ill* Pasteurizing or otherwise treat¬ 
ing the mixtures during processing op¬ 
erations to destroy pathogenic microor¬ 
ganisms. 

(c) Processing operations (1) Frozen 
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egg products shall be defrosted in a sani¬ 
tary manner and by such methods that 
their wholesomeness is not adversely af¬ 
fected. This may be accomplished by de¬ 
frosting at a temperature of 40* P or be¬ 
low, or by defrosting at a temperature 
above 40* P for a period of time not ex¬ 
ceeding 24 hours: Provided , That the 
temperature In any part of the defrosted 
liquid does not exceed 50* P. 

(2) Processes Intended to pasteurize 
or otherwise treat materials to destroy 
pathogenic microorganisms shall be sci¬ 
entifically determined to be adequate 
under the conditions of manufacture for 
a given product to ensure destruction of 
such microorganisms. 

(3) Rework and return shall be con¬ 
sidered as raw materials. They shall be 
held in properly Identified containers in 
a manner to prevent product contami¬ 
nation. 

(4) Waste shall not contribute to di¬ 
rect or Indirect product contamination. 
This may be accomplished by holding 
the waste in properly identified con¬ 
tainers and removing it from the proc¬ 
essing area dally. 

(5) Effective measures shall be taken 
to prevent cross contamination between 
raw materials and finished products or 
between refuse and these materials. 
When any of these materials are unpro¬ 
tected they shall not be handled simul¬ 
taneously in a receiving, loading, or 
shipping area. Raw materials and prod¬ 
ucts transported by conveyor snail be 
protected against contamination from 
extraneous material. 

(3) Equipment, containers, and uten¬ 
sils used to convey, process, hold or 
store raw materials or products shall be 
handled during processing or storage in 
such a manner as to prevent raw ma¬ 
terial or product contamination. 

(7) Effective measures shall be taken 
to prevent the Inclusion of metal or 
other extraneous material in finished 
products. Tills may be accomplished by 
using suitable equipment such as sieves, 
magnets, electronic metal detectors, or 
by other effective means. 

(8) Effective measures shall be taken 
to remove extraneous material from 
molding starch before it Is reused In 
molding operations. This may be accom¬ 
plished by passing the starch through a 
sieve and a metal trap or by otherwise 
treating It to remove extraneous ma¬ 
terial. 

(9) The cooling and winnowing of 
roasted cacao beam and the processing 
and storage of cocoa nibs shall be carried 
out In such a manner os to prevent prod¬ 
uct contamination. 

( 10) Cacao bean shell, dust, and other 
residue particles resulting from crack¬ 
ing operations shall be handled and held 
in such a manner as to prevent product 
contamination. 

(11) Adulterated materials shall be 
disposed of in such a manner as to pre¬ 
vent raw material, rework, return, or fin¬ 
ished product contamination, or shall be 
reconditioned. If feasible, and then re¬ 
examined and found to be wholesome 
before being Incorporated Into finished 
products. 


<d) Coding. Permanently legible cod* 
marks shall be placed at a readily visible 
location on each shipping container or 
they shall be placed on each finished 
product package delivered or displayed 
to retail purchasers and be visible on the 
unopened package. The code marks may 
be placed In both locations If desired by 
the manufacturer. Such marks shah 
Identify at least the plant where packed 
and the product lot or packaging lot. 

(e) Warehousing and distribution 
Finished products shall be handled In 
storage, during shipment, and while be¬ 
ing held for sale in such a manner as to 
prevent product contamination. Trans¬ 
portation equipment, warehouses, and 
other facilities used for storing, holding 
or transporting finished products shall 
be of such design and construction as to 
prevent contamination or adulteration 
of the products. Such facilities and 
equipment shall be free of vermin or 
other objectionable conditions. 

Subpart F—Records and Reports 
§118.100 Rneovda. 

(a) Records shall be maintained of the 
results of examinations of raw ma¬ 
terials. packaging materials, and fin¬ 
ished products. Suppliers* guarantees or 
certifications that verify compliant e 
with Food and Drug Administration reg¬ 
ulation* and guidelines shall be retained 

(b) Processing and production record 
covering processes Intended to pasteurize 
or otherwise treat materials to destroy 
pathogenic microorganisms shall be 
maintained, and shall contain sufficient 
Information to permit a public health 
evaluation of the processes. 

(c) Record* shall be maintained to 
Identify the Initial distribution of the 
finished product to facilitate, when nec¬ 
essary, the segregation of specific food 
lots that may have become contaminated 
or otherwise rendered unfit tor their In¬ 
tended use. 

(d) The record* required by para¬ 
graphs (a), (b), and <c) of this section 
shall be retained for a period of tinu 
that exceed* the shelf life of the finished 
product, except that they need not b* 
retained more than 3 years. 


PART 122— SMOKED AND SMOKE 
FLAVORED FISH 

Subpart A—General Piovlftlon* 

BOC 

123 1 Current good manufacturing prar- 
tlre. 

122 3 Definition* 

Subpart B—BuHdtngft and FwllHitt 
122.20 Plant* and ground* 

122^5 Sanitary faclJltlc* 

122-37 Sanitary operation* 

Subpart C—Equipment 
122.40 Equipment and procedure* 

Subpart D—(RoMrvad) 

Subpart C—Production and Proem C«ntro*o 
122.80 ProcoiK* and control*. 

Aomoairr: Sees. 402(a)(4), 701(a), M 
8 tat. 104*. 10*8 (21 U8C 842(a)(4). 

371(a)). 


HFDfRAl REGISTER VOl 47, NO 50—TUESDAY, MARCH 13 1977 






RULES AND REGULATIONS 


14353 


Subpart A—General Provisions 

§ 122.1 Currrnt good manufacturing 
practice* 

>&) The criteria In Part 110 of this 
chapter shall apply In determining 
whether the facilities, methods, prac¬ 
tices. and controls used for the manu¬ 
facture, processing, packing, or holding 
of flsh and seafood products are in con¬ 
formance with and are operated or ad¬ 
ministered in conformity with good man¬ 
ufacturing practice to produce, under 
sanitary conditions, food for human 
consumption. 

The criteria in this part set forth 
additional requirements for the hot- 
process smoked or hot-process smoke- 
flavored fish Industry. 

§ 122.3 Dr fin It ion*. 

For the purposes of this part, the fol¬ 
lowing definitions apply: 

(ai "Smoked fish" means any fish 
that U prepared by treating it with salt 
(sodium chloride) and then subjecting It 
to tile direct action of smoke from burn¬ 
ing wood, sawdust, or similar material. 

<b> * Smoke-flavored fish" means any 
tUh that is prepared by treating it with 
salt (sodium chloride) and then impart¬ 
ing to it the flavor of smoke by other 
than the direct action of smoke. This 
paragraph does not alter the labeling 
requirements under f 101.22 of this 
chapter. 

(cl ’’Loin muscle*' means the longi¬ 
tudinal quarter of the great lateral 
muscle freed from skin, scales, visible 
blood clots, bones, gills, and viscera and 
from the nonstriated part of such mus¬ 
cle, which part -Is known anatomically 
as the median superficial muscle. 

<d> "Water phase salt" means the per¬ 
cent salt (sodium chloride) in the fin¬ 
ished product as determined by the 
method described in sections 18.009 and 
18 010 of the "Official Methods of Anal¬ 
ysis of the Association of Agricultural 
Chemists," 10th edition, page 273 < 1965 >. 
multiplied by 100 and divided by the per¬ 
cent salt < sodium chloride) plus the per¬ 
cent moisture in the finished product 
as determined by the method described 
In section 18.006 of said edition. 

e> “Hot-process smoked or hot-proc¬ 
ess smoke-flavored fish" means the fin¬ 
ished food prepared by subjecting forms 
of smoked flsh referred to in paragraphs 
and (b> of this section to heat as 
Prescribed in * 122.80(d). 

Subpart £—Buildings and Facilities 
§ 122.20 I'lanln and ground*. 

(a) Unloading platforms shall be: 

<l> Made of readily cleanable mate¬ 
rial. 

•2* Equipped with drainage facilities 
adequate to accommodate all seepage and 

wash water. 

'b* The following processes should be 
carried out In separate rooms or facili¬ 
ties. and the interior walls separating 
these processes should extend from floor 
to celling and contain only necessary 
openings (such as for conveyors and 
doorways): 

'1> Receiving or shipping. 

( 2> Storage of raw fish. 


(3) Presmoking operations < thawing, 
dressing, brining, etc.). 

(4) Drying and smoking. 

(c) The following processes shall be 
carried out in separate roonu or facili¬ 
ties. and the interior walls separating 
these processes shall extend from floor to 
ceiling and contain only necessary open¬ 
ings (such as for conveyors and door¬ 
ways ): 

(1) Cooling and packing. 

<2> Storage of final product. 

<d» The product shall be so processed 
as to prevent contamination by exposure 
to areas, utensils, or equipment, involved 
In earlier processing steps, refuse, or 
other objectionable areas. 

§ 122.33 >miitiin farilitie*. 

<a» Adequate hand-washing and sani¬ 
tizing facilities shall be located in the 
processing room's) or in one area easily 
accessible from the processing room(s). 

(bi Readily understandable signs di¬ 
recting employees to wash and sanitize 
their hands after each absence from post 
of duty shall be conspicuously posted In 
the processing room's) and elsewhere in 
the plant as conditions require. 

(c) Offal shall be placed In suitable 
covered containers for ^removal at least 
once a day, or more frequently If neces¬ 
sary. or shall be removed by conveyors or 
chutes Offal, debris, or refuse from any 
source whatever shall not be allowed to 
accumulate in or about the plant. 

§ 122.37 Sunitnr* operation*. 

(a i Before beginning the day's opera¬ 
tion, all utensils and product-contact 
surfaces of equipment to be used for the 
day’s operation shall be rinsed and 
sanitized. 

<b> Containers used to convey or store 
flsh shall not be nested while they con¬ 
tain fish or otherwise handled during 
processing or storage in a manner con¬ 
ducive to direct or indirect contamina¬ 
tion of their contents. 

(c) Cleaning and sanitizing of utensils 
and portable equipment should be con¬ 
ducted In an area set aside for these pur¬ 
poses and shall be carried out in such a 
manner as to prevent contamination of 
the flsh or fish products. 

Subpart C—Equipment 
§ 122.10 Equipment and prorrdurr*. 

'a) Ail food-contact surfaces (tanks, 
belts, tables, utensils, and other equip¬ 
ment) shall be mAde of readily cleanable 
materials. 

(b) Metal seams shall be smoothly 
soldered, welded, or bonded. 

<c> Each freezer and cold storage com¬ 
partment used for the product shall be 
fitted with at least the following: 

(l) An automatic control for regu¬ 
lating temperature. 

<2) An Indicating thermometer so in¬ 
stalled as to show* accurately the tem¬ 
perature within the compartment. 

(3) A recording thermometer so in¬ 
stalled as to indicate accurately at all 
times the temperature within the com¬ 
partment. 

(d) Thermometers or other tempera¬ 
ture-measuring devices shall have an 
accuracy of ±2* P. 


Subpart l>—[Reserved] 

Subpart E—Production and Process 
Controls 

§ 122.80 I'rorfMC* nnd rmitrok 

(a) Raw materials. (1) Fresh flsh re¬ 
ceived shall be Inspected and adequately 
washed before processing. Only sound, 
wholesome flsh free from adulteration 
and organoleptically detectable spoilage 
shall be processed. 

<2> Every lot of flsh that has been 
partially processed In another plant. In¬ 
cluding frozen flsh. shall be adequately 
inspected, and only clean, wholesome flsh 
shall be processed. 

(3) Fresh or partially processed flsh, 
except those to be Immediately processed, 
shall be iced or otherwise refrigerated 
to an Internal temperature of 38" F or 
below’ upon receipt and shall be main¬ 
tained at that temperature until the flsh 
are to be processed. 

(4) All fish received in a frozen state 
shall be either thawed promptly and 
processed, or stored at a temperature 
that will maintain it In a frozen state. 

(b> Defrosting of frozen fish. <1) De¬ 
frosting shall be carried out in a sani¬ 
tary manner and by such methods that 
the wholesomeness of the flsh is not ad¬ 
versely affected. Frozen flsh shall be 
defrosted: 

(i> In air at 45* F or below until other 
than hard frozen: or 

<U» In air so that the temperature in 
any part of the fish does not exceed 45* 
F; or 

(ill) In a continuous water-overflow 
thaw tank or spray system in such a 
manner that the temperature in any 
part of the flsh does not exceed 45* F. 

<2> When a thaw tank is used, flsh 
should not remain in the tank longer 
than one-half hour after they are com¬ 
pletely defrosted. 

<3) Fish entering the thaw tanks shall 
be free of exterior packaging material 
and substantially free of liner material 

«4> After thawing, flsh shall be washed 
thoroughly with a vigorous water spray 
or a continuous waterflow* system. 

<c> Presmoking operation. <1> Evis¬ 
ceration of flsh shall be performed with 
minimum disturbance of intestinal tract 
contents. Removal of viscera shall be 
complete. 

<2> After the evisceration process, the 
fish (Including the body cavity) shall be 
thoroughly washed with a vigorous water 
spray or a continuous waterflow system. 

(3) AH flsh shall be dry-salted at a 
temperature not to exceed 38* F through¬ 
out the flsh, or shall be brined In such 
a manner that the temperature of the 
flsh and the brine: 

(1) Does not exceed 60' F at the start 
of brining, and 

(ii> If between 38* F and 50* F at the 
start of brining, is continuously lowered 
to 38* F or below within 12 hours, and 

(Ui> If between 50* F and 60* F at the 
start of brining. Is continuously lowered 
to 50* F or belowr within 2 hours and to 
38* F or below within the following 10 
hours, and 

Uv> Does not rise above 38* F after 
reaching that temperature or below 
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either prior to or during the brining 
operation. 

(4) Hot-process smoked or hot-process 
smoke-flavored flsh shall be brined in 
such a manner that the final salt (sodium 
chloride) content of the loin muscle of 
the finished product, expressed as per¬ 
cent In the water phase of the loin mus¬ 
cle, shall not be less than: 

(1) 3.5 percent if heat-processed as 
prescribed under paragraph (d) (2> (i) of 
this section; or 

(li) 5.0 percent if heat-processed as 
prescribed under paragraph <d) (2) (li) of 
this section. 

(5) Fish shall be rinsed with fresh 
water after brining. 

(d) Heating , cooking, smoking opera¬ 
tion. (1) A point-sensitive, continuous 
temperature-recording device shall be 
used to monitor both the internal tem¬ 
perature of the fish and the ambient 
temperature within the oven. Each re¬ 
cording-device record shall be Identified 
as to the specific oven load and date 
processed. 

(2) Hot-proccss smoked or hot-proc¬ 
ess smoke-flavored flsh shall be heated 
by a controlled heat process that pro¬ 
vides a monitoring system positioned In 
as many strategic locations in the oven 
as necessary to assure a continuous tem¬ 
perature throughout each flsh of: 

(1) Not less than 180* F for a mini¬ 
mum of 30 minutes for hot-process 
smoked or hot-process smoke-flavored 
flsh which have been brined to contain 
3.5 percent water phase salt in the fin¬ 
ished product as prescribed in paragraph 
(c)(4)(i) of this section, except that 
smoked chub containing sodium nitrite 
as provided for in { 172.177 of this 
chapter shall be processed In accordance 
with that section; pr 

(it) Not less than 150* F for a mini¬ 
mum of 30 minutes for hot-process 
smoked or hot-process smoke-flavored 
flsh which have been brined to contain 
5.0 percent water phase salt in the fin¬ 
ished product as prescribed In paragraph 
(c>(4) (ii) of this section. 

<e> Packing . <1) The finished product 
shall be handled only with clean, sani¬ 
tized hands, gloves, or utensils. 

(2) Manual manipulation of the fin¬ 
ished product shall be kept to a 
minimum. 

<3) The finished product shall be 
cooled to a temperature of 50 e F or below 
within 3 hours after cooking and further 
cooled to a temperature of 38* F or below 
within 12 hours after cooking, and this 
temperature shall be maintained during 
all subsequent storage and distribution. 

(4) The shipping containers, retail 
packages, and shipping records shall in¬ 
dicate by appropiiate labeling the per¬ 
ishable nature of the product and shall 
specify that the product shall be shipped, 
stored, and/or held for sale at 38* F 
or below 4 until consumed. 

i5> Permanently legible code marks 
shall be placed on the outer layer of 
every finished product package and mas¬ 
ter carton. Such marks shall identify 
at least the plant where packed, the 
date of packing, and the oven load. 
Records shall be so maintained as to 


provide positive identification (1) of the 
process procedures used for the manu¬ 
facture of hot-process smoked or hot- 
process smoke-flavored flsh and (ID of 
the distribution of the finished product. 

if) Testing. <t) Microbiological ex¬ 
amination of in-line and finished prod¬ 
uct samples should be conducted with 
sufficient frequency to assure that proc¬ 
essing steps and sanitary procedures arc 
adequate. 

<2) The finished product shall be ana¬ 
lyzed chemically with sufficient fre¬ 
quency to assure that the required 
salinity is obtained In every fish and 
that other chemical additives nre pres¬ 
ent at authorized levels. 


PART 123—FROZEN RAW BREADED 
SHRIMP 

Subpart A—G«n«r«l Proviftlorre 

Sec. 

123.1 Current good manufacturing prac¬ 
tice. 

123 3 Definition*. 

Subpart B—Building* and FKlIibtt 

123 20 Plants and grounds. 

123.35 Sanitary facilities and controls. 

123.37 Sanitary operation*. 

Subpart C—Equipment 

123.40 Equipment and procedure* 

Subpart O—(Raaarvad] 

Subpart E—Production and Process Controls 

123 80 Processes and controls 

AnMoamr: Secs. 402(a)(4), 701(a). 52 
suit. 1010. 1055 (21 Ufi.C. 342(a)(4). 371 
(A)), 

Subpart A—General Provisions 

§ 123.1 Current go«nI manufacturing 
practice. 

The criteria in Part 110 of this chap¬ 
ter shall apply in determining whether 
the facilities, methods, practices, and 
controls forilie manufacture, processing, 
packing, or holding of flsh and seafood 
products are in conformance wrlth and 
are operated or administered in con¬ 
formity with good manufacturing prac¬ 
tice to produce, under sanitary condi¬ 
tions, food for human consumption. The 
criteria in $8 123.20,123.35,123.37,123.40, 
and 123.80 6et forth requirements in ad¬ 
dition to those in Part 110 of this chap¬ 
ter for the breaded shrimp industry. 

§ 123.3 Definition* 

For the purposes of this part, the fol¬ 
lowing definitions apply: 

(a) “Breaded shrimp’* means any form 
of frozen raw 4 breaded shrimp or frozen 
raw lightly 4 breaded shrimp which com¬ 
plies with or is in semblance of that de¬ 
fined in Iff 161.175 and 161.176. respec¬ 
tively, of this chapter. 

lb) "Peeling*' shall include the opera¬ 
tion whereby raw shrimp arc prepared to 
comply with fi 161.175(c) of this chapter 
and, where applicable, the alimentary 
canal or vein is removed. 

Subpart B—Buildings and Facilities 
§ 123.20 Plant* aimI ground-. 

• a) Unloading platforms shall be: 

<1> Made Of a readily cleanable ma¬ 
terial. 


<2) Equipped with drainage facilities 
adequate to accommodate all seepage 
and wash water. 

(b) The product shall be so processed 
as to prevent contamination by exposure 
to areas involved In earlier processing 
steps, refuse, or other objectionable 
areas. 

g 123.33 Sanitary facilities and control*. 

(a) Adequate hand-washing and san¬ 
itizing facilities shall be located in the 
processing area, easily 4 accessible from 
the peeling and subsequent processing 
operations. 

<b) Readily understandable signs di¬ 
recting employees handling shrimp to 
wash and sanitize their hands after each 
absence from post of duty shall be con¬ 
spicuously posted In the peeling and 
subsequent processing areas and else¬ 
where in the plant as conditions require 
. <c) Offal, debris, or refuse from any 
source whatsoever shall not be allowed 
to accumulate. Offal shall be placed in 
suitable, covered containers and shall 
be removed not less than once daffy or 
shall be continuously removed by flume 
conveyors, or chutes. 

g 123.37 Sanitary operation*. 

<a) Batter application equipment, ex¬ 
cept that prescribed under |123.80(d> 
<3>. shall be flushed and sanitized at 
least every 4 hours during plant opera¬ 
tions. All batter application equipment 
shall be cleaned and sanitized at the end 
of the day's operation. 

<b> Breading application equipment 
and utensils, excluding holding tanks and 
pneumatic systems, shall be thoroughly 
cleaned and sanitized at the end of the 
day’s operation. 

tc> All utensils used in processing nnd 
product-contact surfaces of equipment 
shall be thoroughly cleaned and sanitized 
at least every 4 hours during operation 
however, this shall not apply to equip¬ 
ment for which other specific minimum 
cleaning times are established or to 
freezing equipment. 

<d> Before beginning the day's opera¬ 
tion, all utensils and product-contact 
surfaces of equipment, except for those 
prescribed under paragraph <b) of this 
section, shall be rinsed and sanitized 
<e> Containers used to convey or store 
food shall not be handled in a manner 
conducive to direct or indirect contami¬ 
nation of the contents. 

Subpart C—Equipment 
§ 123.10 EqnJptnml and procedure*- 
ca) AU food-contact surfaces itanJo. 
belts, tables, flumes, utenslb. and other 
equipment) shall be of- metal or other 
readily cleanable materials. 

ib) All seams shall be smooth!) 
soldered, welded, or bonded to prevent 
accumulation of shrimp, shrimp mate¬ 
rial. and debris. 

(c) Each freezer and cold storage 
compartment used for raw 4 material*, 
materials in process, or finished prod¬ 
ucts shaU be fitted with at least the 
following: 

(1) An automatic control for regulat¬ 
ing temperature, or an automatic alarm 


ESDCtAl REGISTER. VOL 42. NO 50—TUESOAY. MARCH 15, 1477 






RULES AND REGULATIONS 


14355 


system to indicate a significant tempera¬ 
ture change in a manual operation. 

<2> An indicating thermometer so in¬ 
stalled as to show accurately the tem¬ 
perature within the compartment. 

<3) A recording thermometer so in¬ 
stalled as to indicate accurately at 
all times the temperature within the 
irtment. 

id> Thermometers or other tempera¬ 
ture measuring devices shall have an ac¬ 
curacy of ±2* F. 

Subpart b—[Reserved] 

Subpart E—Production and Process 
Controls 

§ 123.SO ProrrMw nnd control*. 

<a> Raw materials. <1> Fresh shrimp 
shall be adequately washed. Inspected, 
and culled to remove shrimp that are 
filthy, putrid, or decomposed, and to re¬ 
move all nonshrimp material. 

(2) Every lot of shrimp that has been 
partially processed in another plant, in¬ 
cluding frozen shrimp, shall be inspected, 
and only cleaned, wholesome shrimp 
shall be processed. 

(3) Fresh or partially processed shrimp 
shall be Iced or otherwise refrigerated to 
maintain the shrimp at a temperature of 
40* F or below until they are to be 

processed. 

(4> Frozen shrimp shall be stored at 
a temperature of 0* F or below. 

<5> Ingredients capable of supporting 
rapid bacterial growth shall be examined 
to assure that only clean, wholesome ma¬ 
terials are used in production. 

<b> Defrosting of frozen shrimp. (1) 
Defrosting shall be carried out in a sani¬ 
tary manner and by such methods that 
the wholesomeness of the shrimp is not 
adversely affected; for example. In air 
at 45* F or below until other than hard 
frozen or in a continuous waterflow thaw 
tank or spray system. 

(2) When a thaw tank is used, shrimp 
should not remain in the tank any longer 
than one-half hour after they are 
thawed. 

(3) Shrimp entering the thaw tank 
should be free of exterior packaging ma¬ 
terial and substantially free of liner 

material. 

<4) On removal from the thaw tank, 
shrimp shall be washed with a vigorous 

water spray. 

(O Peeling operation. <1> 8hrimp 
shall be peeled into flumes that immedi¬ 
ately transport the meat portion from 
the machines or peeling tables, except 
that shrimp may be peeled into seamless 
containers If the peeled meats are not 
held in such containers for more than 
20 minutes before being flumed or con¬ 
veyed from peeling tables. If shrimp are 
peeled Into such containers, the con¬ 
tainers shall be cleaned and sanitized as 
often as necessary to maintain them In 
a sanitary condition, but in no case less 
frequently' than every 3 hours. Whenever 
a peeler is absent from his post of duty, 
the container used by such peeler.shall 
be cleaned and sanitized before peeling 
is resumed. 

<2» Sanitary drainage shall be pro¬ 
vided to remove liquid waste from the 
peeling tables. 


(3) Peeled shrimp being transported 
from one building of the plant to another 
shall be properly Iced or refrigerated, 
covered, and protected. 

<d> Batter and breading operation. 

(1) Shrimp shall be washed with a low- 
velocity spray or In unrcctrculated flow¬ 
ing water at 50* F or below just prior 
to the initial batter or breading applica¬ 
tion. whichever comes first, except in 
those instances where a predust applica-. 
tlon is Included In the process. 

(2) In removing the batter or bread¬ 
ing mixes or other dry ingredients from 
multiwalled bags: 

(1) The outer layer of the bag shall 
first be removed. 

(ii> The bag shall be slit In the ex¬ 
posed area and the contents removed 
without contact with the seam ends or 
closures. 

(ill) If the entire contents are not re¬ 
moved at one time, the remainder shall 
be protected against contamination. 

(3) Batter in enclosed equipment that 
assures a batter temperature of not more 
than 40’ F shall be disposed of at the 
end of each work day, but under no 
circumstances less often than every 12 
hours. 

(4) Batter, except for that prescribed 
under paragraph (d) (3) of this section, 
shall be maintained at a temperature of 
50* F or below and shall be disposed of 
at least every 4 hours during operations 
and at the end of the day’s operation. 

(5) Breading may be reused during a 
day’s operation if it is sifted through a 
screen of one-quarter inch or smaller 
mesh Breading remaining in the bread¬ 
ing application equipment at the end of 
the day’s operation may be reused within 
20 hours if it Is sifted as set forth above 
and placed in freezer storage in a covered 
sanitary container. All material removed 
by sifting shall be discarded. 

(e) Packing. (1) Manual manipula¬ 
tion of breaded shrimp shall be kept to 
a minimum. 

(2) Tlie outer layers of the finished 
product package and the master carton 
shall bear a caution to keep the product 
thoroughly frozen and not to refreeze. 

(3) Permanently legible code marks 
shall be placed on every finished package 
and master carton. Such marks should 
identify at least the date of packing and 
the plant where packed. 

<4> The aggregate processing time, 
excluding the time required for thawing 
frozen raw material, shall be less than 2 
hours. Processing time does not Include 
time in iced or refrigerated storage. . 

*5) Breaded shrimp shall be placed 
into the freezer within 30 minutes after 
it is packaged. 

<f) Freezing and cold storage. (1) The 
freezing method used shall reduce the 
temperature of the food product in all 
size packages to 32 - F within 12 hours 
and shall produce a thoroughly frozen 
product within 24 hours. 

(2) After freezing, the food shall be 
stored in such a manner that Us tem¬ 
perature does not exceed 0* F and shall 
be handled in such manner as will main¬ 
tain the thoroughly frozen condition. 

fg) Testing. The microbiological con¬ 
dition of the operation shall be evaluated 


by the periodic collection and analysis of 
in-line and finished product samples 
coupled with sample-related Inspections. 
This evaluation should be made at least 
weekly: more often when problems arc 
encountered. 


PART 129 —PROCESSING AND BOT¬ 
TLING OF BOTTLED DRINKING WATER 

Subpart A—Ganaral Provtlions 

Sec 

122 1 Current good manufacturing prac¬ 
tice. 

129.3 Definitions. 

Subpart 8—Buildings and Facilities 

129.20 Plant construction and design. 

129 35 Sanitary facilities. 

129 37 Sanitary operations. 

Subpart C—Equipment 
129.40 Equipment and procedures. 

Subpart O—iRatarvad] 

Subpart E—Production and Procoat Controfa 

129.80 Processes and controls. 

Authority: Sees. 402(a)(4). 409. 701(a), 
52 Stat. 1046. 1055: 72 8tat. 1785-1788 ( 21 
U.S.C. 342(a)(4). 348, 371(a)). 

Subpart A—General Provisions 

6 129.1 Current good manufacturing 
practice. 

The applicable criteria in Part 110 of 
this chapter, as well as the criteria In 
ll 129.20, 129.35. 129.37. 129.40. and 
129.80 shall apply In determining 
whether the facilities, methods, practices, 
and controls used in the processing, 
bottling, holding, and shipping of bottled 
drinking water are in conformance with 
or are operated or administered in con¬ 
formity with good manufacturing prac¬ 
tice to assure that bottled drinking water 
is safe and that It has been processed, 
bottled, held, and transported under 
sanitary conditions. 

§ 129.3 Definition*. 

For the purposes of this part, the fol¬ 
lowing definitions apply: 

(a) ’’Approved source” when used in 
reference to a plant’s product water or 
operations water means that the source 
of the water and the water therefrom, 
whether It be from a spring, artesian 
well, drilled well, municipal water supply, 
or any other source, shall have been in¬ 
spected and the water sampled, analyzed, 
and found to be of a safe and sanitary 
quality in accordance with the applicable 
laws and regulations of the government 
agency or agencies having jurisdiction. 
The presence. In the plant, of current 
certificates or notifications of approval 
from the government agency or agencies 
having jurisdiction shall constitute ap¬ 
proval of the source and the water 
supply. 

ib) “Bottled drinking water” means 
all water which is sealed in bottles, pack¬ 
ages. or other containers and offered for 
sale for human consumption, including 
bottled mineral water. 

(c) “Lot” means a collection of pri¬ 
mary containers or unit packages of the 
same size, type, and style produced under 
conditions as nearly uniform as possible 
and designated by a common container 
code or marking. 
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(d) ”Multiservlce containers” means 
containers intended for use more than 
one time. 

<e) “Nontoxic materials** means mate- 
rials for product water contact surfaces 
utilized in the transporting, processing, 
storing, and packaging of bottled drink¬ 
ing water, which arc Tree of substances 
which may render the water injurious to 
health or which may adversely affect the 
flavor, color, odor, or bacteriological 
quality of the water. 

(f> “Operations water** means water 
which is delivered under pressure to a 
plant for container washing, hand wash¬ 
ing, plant and equipment cleanup and 
for other sanitary purposes. 

(g) “Primary container’* means the 
immediate container in which the prod¬ 
uct waiter is packaged. 

<h> “Product water" means processed 
water used by a plant for bottled drink¬ 
ing water. 

<i) “Shall and should.** “Shall** refers 
to mandatory requirements and “should** 
refers to recommended or advisory pro¬ 
cedures or equipment. 

(J) “Shipping case” means a container 
in which one or more primary containers 
of the product arc held. 

<k) “Single-service container * means 
a container Intended for one time usage 
only. 

<1) “Unit package” means a standard 
commercial package of bottled drinking 
water, which may consist of one or more 
containers. 

Subpart B—Buildings and Facilities 
§ 129.20 Plnnl construction and design. 

(a) The bottling room shall be sep¬ 
arated from other plant operations or 
storage areas by tight walls, ceilings, and 
self-closing doors to protect against con¬ 
tamination. Conveyor openings shall not 
exceed the size required to permit pas¬ 
sage of containers. 

tb> If processing operations are con¬ 
ducted in other than a sealed system 
under pressure, adequate protection 
shall be provided to preclude contami¬ 
nation of the water and the system. 

<c> Adequate ventilation shall be pro¬ 
vided to minimize condensation in proc¬ 
essing rooms, bottling rooms, and in 
container washing and sanitizing areas. 

(d) The washing and sanitizing of 
containers for bottled drinking water 
shall be performed In an enclosed room. 
The washing and sanitizing operation 
shall be positioned within the room so 
as to minimize any* possible post-sani¬ 
tizing contamination of the containers 
before they erter the bottling room 
<e) Rooms in which product water is 
handled, processed, or held or in which 
containers. utensils. or equipment are 
washed or held shall not open directly 
into any room used for domestic house¬ 
hold purposes. 

§ 129.33 Sanitary fRriliiim. 

Each plant shall provide adequate san¬ 
itary facilities including, but not limited 
to. the following: 

<a) Product water and operations 
water —(1> Product water. The product 
water supply tor each plant shall be 
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from an approved source properly lo¬ 
cated, protected, and operated and shall 
be easily accessible, adequate, and of a 
safe, sanitary quality which shall be in 
conformance at all times with the ap¬ 
plicable laws and regulations of the gov¬ 
ernment agency or agencies having 
jurisdiction. 

(2) Operations water . If different 
from the product water supply, the op¬ 
erations water supply shall be obtained 
from an approved source properly lo¬ 
cated, protected, and operated and shall 
be easily accessible, adequate, and of a 
safe, sanitary quality which shall be in 
conformance at all times with the ap¬ 
plicable law’s and regulations of the gov¬ 
ernment agency or agencies having 
Jurisdiction. 

(3) Product water and operations loa¬ 
fer jrom approved sources . ti> Water 
samples shall be taken from approved 
sources by the plant as often as is nec¬ 
essary. but at a minimum frequency of 
twice each year with an interval between 
samples of not less than 5 months nor 
more than ? months to assure that the 
supply is in conformance with the ap¬ 
plicable standards, laws, and regulations 
of the government agency or agencies 
having Jurisdiction. The sampling and 
analysis shall be by qualified plant per¬ 
sonnel and shall be in addition to any 
sampling performed by the government 
agency or agencies having Jurisdiction. 
Records of both government agency ap¬ 
proval of the water source and the sam¬ 
pling and analysis performed by the 
plant shall be maintained on file at the 
plant. 

< 11 > Test and sample methods shall be 
those recognized and approved by the 
government agency or agencies having 
Jurisdiction over the approval of the 
water source, and shall be consistent with 
the minimum requirements set forth in 
8 103.35 of this chapter. 

(lit) Analysis of the samples may be 
performed for the plant by competent 
commercial laboratories. 

(b» Air under pressure. Whenever air 
under pressure is directed at product 
water or a product water-contact sur¬ 
face. it shall be free of oil. dust. rust, ex¬ 
cessive moisture, and extraneous ma¬ 
terials; shall not affect the bacteriologi¬ 
cal quality of the water; and should not 
adversely affect the flavor, color, or odor 
of the water. 

<c> Locker and lunchrooms When em¬ 
ployee locker and lunchrooms ore pro¬ 
vided. they shall be separate from plant 
operations and storage areas and shall be 
equipped with self-closing doors. The 
rooms shall be maintained in a clean and 
sanitary condition and refuse containers 
should be provided. Packaging or wrap¬ 
ping material or other processing supplies 
shall not be stored in locker or lunch¬ 
rooms. 

Mott: Paragraph (a)(3) of I 12935 (for¬ 
merly S 12fld3) was partially ttarrd at 40 
FR Si 104. Nov. 4. 1975. 

§ 129.37 Sanitary operation*. 

(a) The product water-contact stir- 
faces of all multiservice containers, uten¬ 
sils. pipes, and equipment used in the 

REGISTER, VOL 42. NO. 50—TUESDAY, MARCH 


transportation, processing, handling, and 
storage of product water shall be clean 
and adequately sanitized. All product 
water-contact surfaces shall be inspected 
by plant personnel as often as necessary 
to maintain the sanitary condition of 
such surfaces and to assure they are kept 
free of scale, evidence of oxidation, and 
other residue. The presence of any un¬ 
sanitary’ condition, scale, residue, or oxi¬ 
dation shall be immediately remedied by 
adequate cleaning and sanitizing of that 
product water-contact surface prior to 
use. 

*b> Alter cleaning, all multiservice 
containers, utensils, and disassembled 
piping and equipment shall be trans¬ 
ported and stored in such a manner a* 
to assure drainage and shall be protected 
from contamination. 

(c) Single-service containers and cap: 
or seals shall be purchased and stored in 
sanitary closures and kept clean therein 
in a clean, dry place until used. Prior to 
use they shall be examined, and as neces¬ 
sary, washed, rinsed, and sanitized and 
shall be handled in a sanitary manner 

<d> Filling, capping, closing, scaling 
and packaging of containers shall be done 
in a sanitary manner so as to preclude 
contamination of the bottled drinkiru 
water. 

Subpart C—Equipment 
§ 129.10 Equipment anil procedure*. 

(a) Suitability . (1) All plant equip¬ 
ment and utensils shall be suitable for 
their intended use. This includes all col¬ 
lection aiul storage tanks, piping, fit¬ 
tings. connections, bottle washers, fillers, 
coppers, and other equipment which may 
be used to store, handle, process, pack¬ 
age. or transport product water. 

(2) All product water contact sur¬ 
faces shall be constructed of nontoxU 
and nonabsorbant material which can 
be adequately cleaned and sanitized and 
is in compliance with section 409 of the 
act. 

<b> Design. Storage tanks shall be of 
the type that can be closed to exclude 
all foreign matter and shall be ade¬ 
quately vented. 

Subpart D—[Reserved] 

Subpart E—Production and Process 
Controls 

8 129.80 l’ro<TH«t4** Mini ronlrolo. 

ta) Treatment of product water. All 
treatment of product water by distilla¬ 
tion. ion-exchanging, filtration, ultra¬ 
violet treatment, reverse osmosis, car 
bonation. mineral addition, or any othe: 
process shall be done in a manner so as 
to be effective in accomplishing its in¬ 
tended purpose and In accordance with 
section 409 of the Federal Food. Dnr 1 
and Cosmetic Act. All such processes 
shall be performed in and by equipment 
and with substances which will not adul¬ 
terate the bottled product. A record of 
the type and date of physical Inspec¬ 
tions of such equipment, conditions 
found, and the performance and effec¬ 
tiveness of such equipment shall be main¬ 
tained by the plant. Product water sam¬ 
ples shall be taken after processing and 
prior to bottling by the plant and ana- 
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lysed as often as is necessary to assure 
uniformity and effectiveness of the 
processes performed by tho plant. The 
methods of analysis shall be those ap¬ 
proved by the government agency or 
agencies having jurisdiction. 

(b) Container*. (1) Multiservice pri¬ 
mary containers shall be adequately 
cleaned, sanitized, and inspected Just 
prior to being filled, capped, and sealed. 
Containers found to be unsanitary or de¬ 
fective by the inspection shall be re¬ 
processed or discarded. All multiservice 
primary containers shall be washed, 
rinsed, and sanitized by meclianical 
washers or by any other method giving 
adequate sanitary results. Mechanical 
washers shall be inspected as often as is 
necessary to assure adequate perform¬ 
ance. Records of physical maintenance, 
inspections and conditions found, and 
performance of the mechanical washer 
shall be maintained by the plant. 

(2) MulUservice shipping cases shall 
be maintained in such condition as to 
as5ure they will not contaminate the 
primary container or the product water. 
Adequate dry or wet cleaning procedures 
shall be performed as often as necessary 
to maintain the cases in satisfactory 
condition. 

<C) Cleaning and sanitizing solutions. 
Cleaning and sanitizing solutions utilized 
by the plant shall be sampled and tested 
by the plant as often as is necessary to 
assure adequate performance in the 
cleaning and sanitizing operations. Rec¬ 
ords of these tests shall be maintained 
by the plant. 

<d) Sanitizing operations. Sanitizing 
operations. Including those performed by 
chemical means or by any other means 
such as circulation of live steam or hot 
water, shall be adequate to effect sani¬ 
tization of the intended product water- 
contact surfaces and any other critical 
area. The plant should maintain a rec¬ 
ord of the Intensity of the sanitizing 
scent and the time duration that the 
agent was in contact with the surface 
being sanitized. The following times and 
intensities shall be considered a mini¬ 
mum: 

< 1 > Steam in enclosed system: At least 
170* P for at least 15 minutes or at least 
200* P for at least 5 minutes. 

<2> Hot water in enclosed system: At 
least 170* P for at least 15 minutes or at 
least 200* P for at least 5 minutes. 

< 3> Chemical sanitizers shall be equiv¬ 
alent In bactericidal action to a 2-minute 
exposure of 50 parts per million of avail¬ 
able chlorine at 57* P when used as an 
immersion or circulating solution. Chem¬ 
ical sanitizers applied as a spray or fog 
xhall have as a minimum 100 parts per 
million of available chlorine at 57* P or 
lt‘* equivalent In bactericidal action. 

0.1 part per million ozone water 
elution in an enclosed system for at 
least 5 minutes. 

'3) When containers are sanitized 
using a substance other than one pro¬ 
vided for in f 178.1010 of this chapter. 
*uch substance shall be removed from 
‘he surface of the contatner by a rinsing 
procedure. The final rinse, prior to filling 
the container with product water, shall 


be performed with a disinfected water 
rinse free of pathogenic bacteria or by 
an additional sanitizing procedure equiv¬ 
alent in bactericidal action to that re¬ 
quired in paragraph (d) (3) of this sec¬ 
tion. 

(e> Unit package production code . 
Each unit package from a batch or seg¬ 
ment of a continuous production run of 
bottled drinking water shall be Identified 
by a production code. The production 
code shall identify a particular batch or 
segment of a continuous production run 
and the day produced. The plant shall 
record and maintain information as to 
the kind of product, volume produced, 
date produced, lot code used, and the 
distribution of the finished product to 
wholesale and retail outlets. 

<f) Filling. capping . or sealing . During 
the process of filling, capping or sealing 
either single-service or multiservice con¬ 
tainers. the performance of the filler, 
capper or sealer shall be monitored and 
the filled containers visually or electron¬ 
ically inspected to assure they are sound, 
properly capped or sealed, and coded and 
labeled. Containers which are not satis¬ 
factory shall be reprocessed or rejected. 
Only nontoxic containers and closures 
shall be used. All containers and closures 
shall be sampled and inspected to as¬ 
certain that they are free from contami¬ 
nation. At least once each 3 months, a 
bacteriological swab and/or rinse count 
should be made from at least four con¬ 
tainers and closures selected just prior to 
filling and sealing. No more than 'one of 
the four samples may exceed more than 
one bacteria per milliliter of capacity or 
one colony per square centimeter of sur¬ 
face area All samples shall be free of 
coliform organisms. The procedure and 
apparatus for these bacteriological tests 
shall be in conformance with those rec¬ 
ognized by the government agency or 
agencies having jurisdiction. Testa shall 
be performed either by qualified plant 
personnel or a competent commercial 
laboratory. 

( g> Compliance procedures. To assure 
that the plant's production of bottled 
drinking water is in compliance with the 
applicable standards, laws, and reg¬ 
ulations of the government agency or 
agencies having jurisdiction, the plant 
shall: 

fl> For bacteriological purposes, take 
and analyze at least once a week a rep¬ 
resentative sample from a batch or seg¬ 
ment of a continuous production run for 
each type of bottled drinking water pro¬ 
duced during a day's production. The 
representative sample shall consist of 
primary containers of product or unit 
packages of product 

<2> For chemical, physical, and radio¬ 
logical purposes, take and analyze at 
least semi-annually a representative 
sample from a batch or segment of a 
continuous production run for each type 
of bottled drinking water produced dur¬ 
ing a day's production. The representa¬ 
tive sample shall consist of primary con¬ 
tainers of product or unit packages of 
product 

(3) Analyze such samples by methods 
approved by the government agency or 


agencies having jurisdiction. The plant 
shall maintain records of date of sam¬ 
pling. type of product sampled, produc¬ 
tion code, and results of the analysis. 

(hi Record retention. All records re¬ 
quired by |f 129.1. 129.20, 12935. 129.37. 
129.40, and 129.80 shall be maintained at 
the plant tor not less than 2 years. Plants 
shall also retain, on file at the plant 
current certificates or notifications of ap¬ 
proval Issued by the government agency 
or agencies approving the plant's source 
and supply of product water and opera¬ 
tions w ater. All required documents shall 
be available for official review at reason¬ 
able times. 

_ t 

PART 130—FOOD STANDARDS: 
GENERAL 

Subpart A—Certaral Provision* 

Sec 

130.3 Definition* and Interpretation* 

130.5 Procedure for establishing a food 

standard. 

130 6 Review of Codex AltmrnLartii* food 
standards. 

130 8 Conformity to definitions and stand¬ 
ards of identity. 

130 12 General method* for water capacity 
and Oil of container*. 

130.14 General statement* of substandard 
quality and substandard fiU of 

container. 

13017 Temporary permit* for Interstate 
Ah Ip men t of experimental packs of 
food varying from the require¬ 
ment* of definition* and standards 
of identity. 

Subparl B— Food Additive* in Standardized Food* 

130 20 Pood additives proposed for use In 
foods for which definitions and 
standards of Identity are estab¬ 
lished. 

At'THOWTT: Secs 401. 701. 52 Stat. 1046 
s* amended. 1055-1066 as amended (21 
U.S.C 341. 371). 

Subpart A —General Provisions 
§ 130.3 Definitions and interpret at *tona. 

(a) The definitions and Interpreta¬ 
tions of terms contained in section 201 
of the act shall be applicable also to such 
terms when used In regulations promul¬ 
gated under the act. 

(b) If a regulation prescribing a defi¬ 
nition and standard of identity for a 
food has been promulgated under section 
401 of the act and the name therein 
specified for the food is used in apy oilier 
regulation under section 401 or any other 
provision of the act, such name means 
the food which conforms to such defini¬ 
tion and standard, except as otherwise 
specifically provided in such other regu¬ 
lation. 

(c) No provision of any regulation 
prescribing a definition and standard of 
identity or standard of quality or fill of 
container under section 401 of the act 
shall be construed as In any way affect¬ 
ing the concurrent applicability of the 
general provisions of the act and the 
regulations thereunder relating to adul¬ 
teration and misbranding. For example, 
all regulations under section 401 con¬ 
template that the food and all articles 
used as components or ingredients 
thereof shall not be poisonous or dele¬ 
terious and shall be clean, sound, and 
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fit for food. A provision In such regula¬ 
tions for the use of coloring or flavoring 
does not authorize such use under cir¬ 
cumstances or in a manner whereby 
damage or inferiority is concealed or 
whereby the food is made to appear bet¬ 
ter or of greater value than it is. 

«d> "Safe and suitable" means that 
the ingredient: 

tl) Performs an appropriate function 
in the food in which it is used. 

(2) Is used at a level no higher than 
necessary to achieve its Intended pur¬ 
pose In that food. 

(3) Is not a food additive or color 
additive as defined in section 201 <s) or 
<t) of the Federal Food. Drug, and Cos¬ 
metic Act as used in that food, or is a 
food additive or color additive as so 
defined and is used In conformity with 
regulations established pursuant to sec¬ 
tion 409 or 706 of the act 

§ 130.5 Procedure for e^lablidting m 
food plitmhml. 

<a) The procedure for establishing a 
food standard under section 401 of the 
act shall be governed by Part 2 of this 
chapter. 

<b) Any petition for a food standard 
shall show that the proposal. If adopted, 
would promote honesty and fair dealing 
In the interest of consumers. 

(c) Any petition for a food standard 
shall assert that the petitioner commits 
himself to substantiate the information 
in the petition by evidence in a public 
hearing, if such a hearing becomes nec¬ 
essary. 

(d) If a petitioner fails to appear, or 
to substantiate the information in his 
petition, at a public hearing on the mat¬ 
ter, the Commissioner may either <1> 
withdraw the regulation and terminate 
the proceeding or (2) if he concludes 
that It is in accordance with the require¬ 
ments of section 401 of the act, continue 
the proceeding and introduce evidence 
to substantiate such information. 

§ 130.6 Retlrw of Godrx Alimcnturlua 
food Mandank 

(a) AH food standards adopted by the 
Codex Allmentarius Commission will be 
reviewed by the Food and Drug Adminis¬ 
tration and will be accepted without 
change, accepted with change, or not 
accepted. 

<b> Review of Codex standards will be 
accomplished in one of the following 
three ways: 

<1) Any interested person may peti¬ 
tion the Commissioner to adopt a Codex 
standard, with or without change, by 
proposing a new standard or an appro¬ 
priate amendment of an existing stand¬ 
ard. pursuant to section 401 of the act. 
Any such petition shall specify any devi¬ 
ations from the Codex standard, and the 
reasons for any such deviations. The 
Commissioner shall publish such a peti¬ 
tion in the Federal Register as a pro¬ 
posal. with an opportunity for comment, 
if reasonable grounds are provided in 
the petition. Any published proposal shall 
state any deviations from the Codex 
standard and the stated reasons there¬ 
for. 


(2) The Commissioner may on his own 
initiative propose by publication In the 
Federal Register the adoption of a 
Codex standard, with or without change, 
through a new standard or an appropri¬ 
ate amendment to an existing standard, 
pursuant to section 401 of the act. Any 
such proposal shall specify any devia¬ 
tions from the Codex standard, and the 
reasons for any such deviations 

<3) Any Codex standard not han¬ 
dled under paragraph (b) (1> or (2) 
of this section may be published in 
the Federal Register for review and 
informal comment. Interested persons 
shall be requested to comment on the 
desirability and need for the stand¬ 
ard. on the specific provisions of the 
standard, on additional or different 
provisions that should be included In 
the standard, and on any other perti¬ 
nent points. After reviewing all such 
comments, the Commissioner either shall 
publish a proposal to establish a food 
standard pursuant to section 401 of the 
act covering the food Involved, or shall 
publish a notice terminating considera¬ 
tion of such a standard. 

(c) All Interested persons are en¬ 
couraged to confer with different Interest 
groups (consumers. Industry. the 
academic community, professional or¬ 
ganizations. and others) in formulating 
petitions or comments pursuant to para¬ 
graph (b) of this section. All such peti¬ 
tions or comments are requested to in¬ 
clude a statement of any meetings and 
discussions that have been held with 
other interest groups. Appropriate weight 
will be given by the Commissioner to 
petitions or comments that reflect a con¬ 
sensus of different Interest groups. 

§ 130.8 Conformity to definition* And 
*tandnrd« of identify. 

In the following conditions, among 
others, a food does not conform to the 
definition and standard of Identity 
therefor: 

<a) If it contains on ingredient for 
which no provision Is made in such def¬ 
inition and standard, unless such in¬ 
gredient Is an incidental additive intro¬ 
duced at a nonfunctional and insignifi¬ 
cant level as a result of its deliberate and 
purposeful addition to another ingredi¬ 
ent permitted by the terms of the appli¬ 
cable standard and the presence of such 
incidental additive in unstandardized 
foods has been exempted from label dec¬ 
laration as provided In 1101.100 of this 
chapter. 

tb) If It foils to contain any one or 
more Ingredients required by such defi¬ 
nition and standard: 

<c) If the quantity of any ingredient 
or component falls to conform to the 
limitation, if any. prescribed therefor by 
such definition and standard, 

§ 130.12 f.Yn#*ral method* for *aI«‘c ca¬ 
pacity ami fill of container*. 

For the purposes of regulations pro¬ 
mulgated under section 401 of the act: 

la) The term "general method for 
water capacity of container*'' means the 
following method: 

(1) In the cose of a container with lid 
attached by double seam, cut out the Ud 


without removing or altering the height 
of the double seam. 

(2) Wash. dry. and weigh the empty 
container. 

(3) Fill the container with distilled 
water at 68' F to ft* Inch vertical cil>- 
tancc below the top level of the contain¬ 
er. and weigh the container thus flllco 

(4) Subtract the weight found In para¬ 
graph (a)(2) of this section from the 
weight found in paragraph (a)(3) of 
this section. The difference shall be con¬ 
sidered to be the weight of water requii - 
ed to fill the container. 

In the case of a container with lid a* 
inched otherwise than by double seam 
remove the lid and proceed as directed in 
paragraphs (a) (2) to (4) of this section 
except that under paragraph (a) (3) of 
this section, fill the container to the level 
of the top thereof. 

(b) The term "general method for fill 
of containers" means the folio win: 
method: 

(!) In the case of a container with Lid 
attached by double seam, cut out the ltd 
without removing or altering the heigh* 
of the double seam. 

(2) Measure the vertical distance from 
the top level of the container to the top 
level of the food. 

(3) Remove the food from the con¬ 
tainer: wash. dry. and weigh the con¬ 
tainer. 

(4) Fill the container with water \o 
3/16 Inch vertical distance below the top 
level of the container. Record the tem¬ 
perature of the water, weigh the con¬ 
tainer thus filled, and determine the 
weight of the water by subtracting the 
weight of the container found in para¬ 
graph (b) (3) of this section. 

(5) Maintaining the water at the 
temperature recorded In paragraph <bj 

(4) of this section, draw' off water from 
the container as filled in paragraph <b) 
(4) of this section to the level of the 
food found hi paragraph (b) <2) of thfc 
section, weigh the container with re¬ 
maining water, and determine tin 
weight of the remaining water by sub 
trading the weight of the container 
found in paragraph (b) (3) of this sec¬ 
tion. 

(6) Divide the weight of water found 
in paragraph (b) (5) of this section by 
the weight of water found in paragraph 
<b) (4) of this section, and multiply by 
100. The result shall be considered to be 
the percent of the total capacity of the 
container occupied by the food. 

In the case of a container with lid at¬ 
tached otherwise than by double seam 
remove the lid and proceed as directed in 
paragraphs (b) (2) to (6) of this sec¬ 
tion. except that under paragraph (b 
(4) of this section, fill the container M 
the level of the top thereof, 
g 130.14 Ccn era! •latrmriil* of 

-lambird quality ami «ib«tAudflnl Ml 
of container. 

For the purposes of regulations pru- 
mulgated under section 401 of the act 

(a) The term "general statement oi 
substandard quality" means the state¬ 
ment "Below Standard in Quality Good 
Food—Not. High Orade" printed in two 
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lines of Cheltenham bold condensed caps. 
The words “Below Standard In Quality" 
constitute the first line; and the second 
immediately follows. If the quantity of 
the contents of the container is less than 
l pound, the type of the first line is 12- 
jx>)nt. and of the second. 6-point. If 
such quantity is l pound or more, the 
type of the first line is 14-point, and of 
the second, 10-point Such statement 
is enclosed within lines, not less than 6 
points in width, forming a rectangle. 
Such statement with enclosing lines, is 
on u strongly contrasting, uniform back¬ 
ground. and is so placed as to be easily 
-ecn when the name of the food or any 
pictorial representation thereof is viewed, 
wherever such name or representation 
appears so conspicuously as to be easily 
seen under customary conditions of 
purchase. 

<b> The term “general statement of 
substandard fill" means the statement 
Below Standard in Pill'* printed in 
Cheltenham bold condensed cape. If the 
quantity of the contents of the container 
Is less than 1 pound, the statement is in 
12-point type; If such quantity is 1 pound 
or more, the statement is in 14-point 
type. Such statement is enclosed within 
lines, not less than 6 points in width, 
forming a rectangle; but if the statement 
specified in paragraph (a) of this section 
is also used, both statements (one follow¬ 
ing the other) may be enclosed within 
the same rectangle. 8uch statement or 
statements, with enclosing lines, are on 
a strongly contrasting, uniform back¬ 
ground. and are so placed as to be easily 
seen when the name of the food or any 
pictorial representation thereof is viewed, 
wherever such name or representation 
appears so conspicuously as to be easily 
seen under customary conditions of 
purchase. 

§ 1.10.17 Temporary permits for inter- 
fttiilr shipment of f\ptruiicnUl parks 
of food turyinfi from the require¬ 
ment* of definition* anti standard* of 
identity* 

<a) The Food and Drug Administra¬ 
tion recognises that before petitions to 
amend food standards can be submitted, 
appropriate investigations of potential 
advances in food technology sometimes 
require tests in interstate markets of 
the advantages to and acceptance by 
consumers of experimental packs of food 
varying from applicable definitions and 
standards of identity prescribed under 
section 401 of the act. 

<b) It is the purpose of the Food and 
Drug Administration to permit such tests 
when it can be ascertained that the sole 
purpose of the tests is to obtain data 
necessary for reasonable grounds in sup¬ 
port of a petition to amend food stand¬ 
ards. that the tests are necessary to the 
completion or conclusivenen of an other¬ 
wise adequate investigation, and that 
the interests of consumers are adequately 
safeguarded; permits for such tests shall 
normally be for a period not to exceed 
15 months. The Commissioner, for good 
came shown by the applicant, may pro¬ 
vide for a longer test market period. The 
Food and Drug Administration will 
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therefore refrain from recommending 
regulatory proceedings under the act on 
the charge that a food does not conform 
to an applicable standard, if the person 
who introduces or causes the introduc¬ 
tion of the food into interstate commerce 
holds an effective permit from the Com¬ 
missioner providing specifically for those 
variations in respect to which the food 
fails to conform to the applicable defini¬ 
tion and standard of identity. The test 
period will begin on the date the person 
holding an effective permit from the 
Commissioner introduces or causes the 
Introduction of the food covered by the 
permit into interstate commerce but not 
later Uian 3 months after notice of the 
issuance of the permit is published in the 
Federal Recisttr. The Commissioner 
shall be notified in writing of the date 
on which the test period begins as soon 
as it is determined. 

<c> Any person desiring a permit may 
file with the Commissioner a written ap¬ 
plication in triplicate containing as part 
thereof the following: 

(1) Name and address of the appli¬ 
cant. 

(2) A statement of whether or not the 
applicant Is regularly engaged in produc¬ 
ing the food involved. 

(3) A reference to the applicable defi¬ 
nition and standard of identity (citing 
applicable section of regulations». 

(4) A full description of the proposed 
variation from the standard. 

(5) The basis upon which the food so 
varying is believed to be wholesome and 
nondeleterious. 

(6) The amount of any new ingredient 
to be added; the amount of any ingre¬ 
dient. required by the standard, to be 
eliminated; any change of concentra¬ 
tion not contemplated by the standard; 
or any change in name that would more 
appropriately describe the new product 
under test. If such new ingredient is not 
a commonly known food ingredient, a 
description of its properties and basis 
for concluding that it Is not a deleterious 
substance. 

(7) The purpose of effecting the varia¬ 
tion. 

18* \ statement of how the variation 
is of potential advantage to consumers. 
The statement shall include the reasons 
why the applicant does not consider the 
data obtained in any prior investigations 
which may have been conducted suffi¬ 
cient to support a petition to amend the 
standard. 

(9> The proposed label tor an accurate 
draft) to be used on the food to be mar¬ 
ket tested. The label shall conform in all 
respects to the general requirements of 
the act and shall provide a means where¬ 
by the consumer can distinguish between 
the food being tested and such food com¬ 
plying with the standard. 

(10 1 The period during which the ap¬ 
plicant desires to introduce such food 
into interstate commerce, with a state¬ 
ment of the reasons supporting the need 
for such period. If a period longer than 
15 months is requested, a detailed ex¬ 
planation of why a 15-month period is 
inadequate shall be provided. 
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(11) The probable amount of such 
food that will be distributed. The amount 
distributed should be limited to the 
smallest number of units reasonably re¬ 
quired for a bona fide market test Jus¬ 
tification for the amount requested shall 
be included. 

<12> The areas of distribution. 

(13) The address at which such food 
will be manufactured. 

< 14> A statement of whether or not 
such food has been or is to be distributed 
in the State in which it was manu¬ 
factured. 

< 15) If it has not been or is not to be 
so distributed, a statement showing why. 

(16) If it has been or is to be so dis¬ 
tributed. a statement of why it is deemed 
necessary to distribute such food in other 
States. 

(d* The Commissioner may require 
the applicant to furnish samples of the 
food varying from the standard and to 
furnish such additional information as 
may be deemed necessary for action on 
the application. 

to) If the Commissioner concludes 
that the variation may be advantageous 
to consumers and will not result in fail¬ 
ure of the food to conform to any pro¬ 
vision of the act except section 403(g), 
a permit shall be issued to the applicant 
for Interstate shipment of such food. The 
terms and conditions of the permit shall 
be those set forth in the application with 
such modifications, restrictions, or quali¬ 
fications as the Commissioner may deem 
necessary and state in the permit. 

<f> The terms and conditions of the 
permit may be modified at the discretion 
of the Commissioner or upon application 
of the permittee during the effective pe¬ 
riod of the permit. 

(g) The Commissioner may revoke a 
permit for cause, which shall include but 
not be limited to the following: 

(1 > That the permittee has introduced 
a food into interstate commerce con¬ 
trary to the terras and conditions of the 
permit. 

(2) That the application for a permit 
contains an untrue statement of a mate¬ 
rial fact. 

(3> That the need therefor no longer 
exists. 

(h) During the period within which 
any permit is effective, it shall be deemed 
to be included within the terms of any 
guaranty or undertaking otherwise ef¬ 
fective pursuant to the provisions of sec¬ 
tion 303(c) of the act. 

(I) If an application Is made for an 
extension of the permit, it shall be ac¬ 
companied by a description of experi¬ 
ments conducted under the permit, ten¬ 
tative conclusions reached, and reasons 
why furtlier experimental shipments 
are considered necessary. The applica¬ 
tion for an extension shall be filed not 
Inter than 3 months prior to the expira¬ 
tion date of the permit and shall be ac¬ 
companied by a petition to amend the 
affected food standard. If the Commis¬ 
sioner concludes that it will be in the 
interest of consumers to issue an exten¬ 
sion of the time period for the market 
test, a notice will be published in the 
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Federal Register stating tliat fact. The 
notice will Include an invitation to all 
Interested persons to participate in the 
market test under the same conditions 
that applied to the initial permit holder, 
including labeling and the amount to be 
distributed, except that the designated 
area of distribution shall not apply. The 
extended market test period shall not 
begin prior to the publication of a notice 
in the Federal Register granting the ex¬ 
tension and shall terminate either on the 
effective date of an affirmative order rul¬ 
ing on the proposal or 30 days after a 
negative order ruling on the proposal, 
whichever the case may be Any inter¬ 
ested person who accepts the Invitation 
to participate in the extended market 
test shall notify the Commissioner in 
writing of that fact, the amount to be 
distributed, and the area of distribution: 
and along with such notification, he shall 
submit the labeling under which the food 
is to be distributed. 

<J) Notice of the granting or revoca¬ 
tion of any permit shall be published In 
the Federal Register. 

<k) All applications for a temporary 
permit, applications for an extension of 
a temporary permit, and related records 
are available for public disclosure when 
the notice of a permit or extension 
thereof Is published In the Federal Reg¬ 
ister. Such disclosure shall be In ac¬ 
cordance with the rules established In 
Part 4 of this chapter. 

(1) Any person who contests denial, 
modification, or revocation of a tempo¬ 
rary permit shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
8ubpart F of Part 2 of this chapter. 

Subpart B—Food Additives in Standardized 
Foods 

§ 130.20 Food proposed for 

dm 1 in food* far which definition* 
and standard* of id«<ittit« arr ratals 
lifthrd. 

ia) Where a petition Is received for 
the Issuance or amendment of a regula¬ 
tion establishing a definition and stand¬ 
ard of Identity for a food under section 
401 of the act. which proposes the Inclu¬ 
sion of a food additive in such definition 
and standard of Identity, the provisions 
of the regulations In Part 171 of tills 
chapter shall apply with respect to the 
information that must be submitted with 
respect to the food additive. 8ince sec¬ 
tion 409<b)(5) of the act requires that 
the Commissioner publish notice of a 
petition for the establishment of a food 
additive regulation within 30 days after 
filing, notice of a petition relating to a 
definition and standard of identity shall 
also be published within that time limi¬ 
tation if it Includes a request, so desig¬ 
nated. for the establishment of a regula¬ 
tion pertaining to a food additive. 

<b) If a petition for a definition and 
standard of identity contains a proposal 
for a food additive regulation, and the 
petitioner fails to designate It as such, 
the Commissioner, upon determining 
that the petition includes a proposal for 
a food additive regulation, shall so no¬ 
tify the petitioner and shall thereafter 
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proceed In accordance with the regula¬ 
tions in Part 171 of this chapter. 


PART 131— MILK AND CREAM 

Sub pa it A—General Provision* 

Sec. 

131.3 Definition*. 

1312b Whipped cream product* contain¬ 
ing flavoring or vweetenlng 

Subpoit B—Requirement* for Specific 
Standardised Milk end Cream 

191.110 Milk. 

131.11ft Concentrated milk. 

131.120 Sweetened oond*n*ed milk 
131.125 Nonfat dry mUk. 

131.127 Nonfat dry milk fortified with 
vitamins A and D. 

131.130 Evaporated mUk 
131.13ft Low fat milk. 

131.145 Bklmmilk. 

131.160 Heavy cream 
131.156 Light cream 
131 157 light whipping cream 
131.100 Sour cream. 

131 102 Acidified tour cream 
131.164 8our cream dressing 

131.180 Half-and-half- 
131.185 8our half-and-half 
131.187 Acidified sour half-and-half 

191.180 Sour half-and-half dressing 

Authority: Sec*. 401. 701. 62 Stat 1046 aa 
amended, 1055-1050, a* amended try 70 Stat 
910 and 72 Stat 948 (21 UJB.C. 341. 371). 

Subpart A —General Provisions 

§ 131.3 Definition*. 

ca> “Cream” mean* the liquid milk 
product high in fat separated from milk, 
which may have been adjusted by adding 
thereto: Milk, concentrated milk, dry 
whole milk, skim milk, concentrated sktm 
milk, or nonfat dry milk. Cream contains 
not less than 18 percent mllkfat. 

(b) “Pasteurized” when used to de¬ 
scribe a dairy product means that every 
particle of such product shall have been 
heated in properly operated equipment 
to one of the temperatures specified In 
the table of this paragraph and held con¬ 
tinuously at or above that temperature 
for the specified time (or other time/tem¬ 
perature relationship which haa been 
demonstrated to be equivalent thereto in 
microbial destruction) 

Temperature: Time 

146*P * —__ 30 minute* 

161 *F *_ 15 second! 

191 *F ___ ) second 

204'P ....___ 0 06 second 

212’F __ 0.01 second 

1 If the dairy Ingredient has a fat content 
of 10 percent o>r more, or If It contain* added 
sweeteners, the specified temperature ahall 
be lnrreaeed by ft'F. 

<c) “Ultra-pasteurized’’ when used to 
describe a dairy* product means that such 
product shall have been thermally proc¬ 
essed at or above 280'F for at least 2 
seconds, either before or after packaging, 
so as to produce a product which has an 
extended shelf life under refrigerated 
conditions. 

§ 131.2.7 \thippr«l cream product* ran* 
turning fijitnrinjr or *wrrtoting. 

The unqualified name “whipped 
cream” should not be applied to any 
product other than one made by whip¬ 
ping the cream that complies with the 


standards of Identity for whipping cream 
(IS 131.150 and 131.157 of this chapter . 
If flavoring and/or sweetening is added 
the resulting product is a flavored and/or 
sweetened whipped cream, and should bt 
so Identified. 

(Sect). 401. 403. 02 8UI 1047, 1049: 21 V bt 
941. 343) 

Subpart B—Requirements for Specific 
Standardized Milk and Cream 

g 131.110 Milk. 

<a) Description. Milk is the lacier 
secretion, practically free from colos¬ 
trum. obtained by the complete milkim 
of one or more healthy cows. Milk that ii 
in final package form for beverage u*e 
shall have been pasteurized or ultra- 
pasteurized, and shall contain not las* 
than 8 ft percent milk solids not fat and 
not less than 3ft percent mllkfat MUk 
may have been adjusted by separating 
part of the mllkfat therefrom, or by add 
lng thereto cream, concentrated milk 
dry whole milk, skim milk, concentrate 
skim milk, or nonfat dry milk. Milk mnv 
be homogenized. 

<b) Vitamin addition (Optional*. <l 
11 added, vitamin A shall be present in 
such quantity that each quart of the 
food contains not less than 2000 Interna¬ 
tional Units thereof within limits of good 
manufacturing practice. 

«2>. If added, vitamin D shall be pm- 
rot In such quantity that each quart ol 
the food contains 400 International Unit* 
thereof within limits of good manufiv 
lin ing practice. 

<c> Optional ingredients. The follow¬ 
ing safe and suitable ingredients may In 
used: 

(!) Carriers for vitamins A and D. 

t2> Characterizing flavoring Jngrcdi- 
ents «with or without coloring, nutritive 
sweetener, emulsifiers, and stabilizers) 
as follows: 

U) Fruit and fruit Juice (including 
concentrated fruit and fruit Juice). 

(ii) Natural and artificial food flavor¬ 
ings. 

(d> Methods oj analyst*. Referenced 
methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists/* 11th Ed.. 1970.* 

«1> Milk fat content—“Fat, Rocm- 
ClottUcb Method—Official Final Action 
section 16.052/ 

(2) Milk solids not fat content- 
Calculated by subtracting the milk fat 
content from the total solids content a* 
determined by the method “Total SoUd* 
Method I—Official Final Action,” nectJoi) 
16032/ 

(3) Vitamin D content—**Vitamin D— 
Official Final Action.” section* 39 149 
39.182/ 

(e) Nomenclature. The name of the 
food is “milk*'. The name of the food shall 
be accompanied on the label by a declara¬ 
tion indicating the presence of any 
characterizing flavoring, as specified in 
1 101.22 of this chapter. 


* Copies may be obtained from: Association 
of Official Analytical Chemists. P O Box 540. 

Benjamin Franklin 8tatlon. Washington. V C 
20044 
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<1» The following terms shall accom¬ 
pany the name of the food wherever It 
appears on the principal display panel or 
panels of the label in letters not lees than 
one -half the height of the letters used in 
such name: 

( I ) if vitamins are added, the phrase 
“vitamin A” or "vitamin A added", or 
• vitamin D" or "vitamin D added", or 
“vitamin A and D" or "vitamins A and D 
added", as is appropriate. Hie word "vita¬ 
min" may be abbreviated 

<ID The word "ultra-pasteurized" if 
the food has been ultra-pasteurized- 

<2i The following terms may appear 
on the label: 

(i) The word "pasteurized" if the food 
has been pasteurized. 

(II) The word "homogenized" if the 
food has been homogenized. 

if) Label declaration. When used in 
the food, each of the ingredients specified 
in paragraphs (b) and (c> <2) of tills sec¬ 
tion shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter. 

§ 131. 1 13 ( oiimtlr^H tl milk. 

<a> Description. Concentrated milk is 
tiie liquid food obtained by partial re¬ 
moval of water from milk. The milkfat 
and total milk solids contents of the food 
are not less than 7.5 and 25.5 percent, re¬ 
spectively. It is pasteurized, but Is not 
processed by heat so as to prevent spoil¬ 
age. It may be homogenized. 

<b) Vitamin addition (Optional^. If 
added, vitamin D shall be present in such 
quantity that each fluid ounce of the food 
contains 25 International Units thereof, 
within limits of good manufacturing 
practice, 

<c> Optional ingredients. The follow¬ 
ing safe and suitable optional ingredients 
may be used : 

< 1) Carriers for vitamins A and D. 

<2> Characterizing flavoring ingredi¬ 
ents. with or without coloring, as follows : 

il) Fruit and fruit juice, including 
concentrated fruit and fruit Juice. 

(il) Natural and artificial food flavor¬ 
ing. 

Methods of analysis. Referenced 
methods are from "Official Methods of 
Analysis of the Association of Official 
Analytical Chemists." 11th Ed.. 1970. 1 

< 1 > Milkfat content—"Pat — Official 
Final Action." section 16.129.* 

»2) Total milk solids—"Total Solids— 
Official Pinal Action." section 16.127.’ 

1 3) Vitamin D content—"Vitamin D in 
Milk— Official Final Action," sections 39- 
M9-39.162.' 

•e) Nomenclature. The name of the 
food Is "Concentrated milk" or alterna¬ 
tively "Condensed milk." U the food con¬ 
tains added vitamin D. the phrase "vita¬ 
min D" or "vitamin D added" shall ac¬ 
company the name of the food wherever 
it appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used in such name. The word “homogen- 
ued" may appear on the label if the food 


1 Copies may be obtained from: Association 
of Official Analytical ChemlsU. P.O. Box 540, 
i^njamln Franklin Station. Washington. D.C 
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has been homogenized. The name of the 
food shall include a declaration of the 
presence of any characterizing flavoring, 
as specified in i 101.22 of this chapter. 

(f) Label declaration. When used in 
the food, the optional ingredients speci¬ 
fied in paragraph <b) of this section shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter. 

§ 131.120 Swoclcncd r<milcn*r<l milk. 

<a> Description. Sweetened condensed 
milk is the food obtained by the partial 
removal of water only from a mixture 
of milk and safe and suitable? nutritive 
sweetener. The finished food contains not 
less than 8.5 percent by weight of milk¬ 
fat, and not less than 28 percent by 
weight of total milk solids. The quantity 
of nutritive sweetener used is sufficient 
to prevent spoilage. The food is pasteur¬ 
ized. and may be homogenized. 

<b) Optional ingredients. Safe and 
suitable characterizing flavoring ingredi¬ 
ents. with or without coloring, as follows: 

(1) Fruit and fruit juice, including 
concentrated fruit and fruit juice. 

< 2 > Natural and artificial food flavor¬ 
ing. 

(c> Method of analyst*. The milkfat 
content is determined by the method 
prescribed in "Official Methods of Analy¬ 
sis of the Association of Official Analy¬ 
tical Chemists." 11th Ed.. 1970. section 
16.142. under "Pat—Official Final Ac¬ 
tion." * 

<d> Nomenclature. The name of the 
food is "Sweetened condensed milk". The 
word "homogenized" may appear on the 
label if the food has been homogenized. 
The name of the food shall include a dec¬ 
laration of the presence of any charac¬ 
terizing flavoring, as specified In $ 101.22 
of this chapter. 

(e) Label declaration. The optional 
sweetener used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter. 

g 131.123 Nonfat dry milk. 

(a) Description. Nonfat dry' milk is the 
product’ obtained by removal of water 
only from pasteurized skim milk. It con¬ 
tains not more than 5 percent by weight 
of moisture, and not more than 1per¬ 
cent by weight of milkfat unless other¬ 
wise indicated. 

<b) Optional ingredients. Safe and 
suitable characterizing flavoring Ingredi¬ 
ents, with or without coloring, as follows: 

(1) Fruit and fruit juice. Including 
concentrated fruit and fruit juice. 

<2> Natural and artificial food flavor¬ 
ing. 

(c> Methods of analysis. Referenced 
methods are from "Official Methods of 
Analysis of the Association of Official 
Analytical Chemists," 11th Ed.. 1970.* 

< I) Moisture content—"Moisture- 

Official Final Action,” section 16.149.* 

(2) Milkfat content—"Fat in Dried 
Milk—Official Final Action.” sections 
16.156-16.157.* 

(d) Nomenclature. The name of the 
food is "Nonfat dry milk". If the fat 
content Is over 1 % percent by weight, the 
name of the food on the principal dis¬ 
play panel or panels shall be accom- 
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panled by the statement "Contains 

_% milkfat”. the blank to be filled In 

with the percentage to the nearest one- 
tenth of 1 percent of fat contained, 
within limits of good manufacturing 
practice. The name of the food shall in¬ 
clude a declaration of the presence of 
any characterizing flavoring, as specified 
in S 101 22 of this chapter. 

8 131.127 Nonfat dry milk fortified 
v ith \itMmiia A ami 1). 

(a) Description. Nonfat dry milk for¬ 
tified with vitamins A and D conforms 
to the standard of identity for nonfat 
dry milk, except that vitamins A and D 
are added as prescribed by paragraph 
<b> of this section. 

<b> Vitamin addition. (1) Vitamin A is 
added In such quantity that, when pre¬ 
pared according to label directions, each 
quart of the reconstituted product con¬ 
tains 2000 International Units thereof. 

(2) Vitamin D Is added in such quan¬ 
tity that, when prepared according to 
label directions, each quart of the recon¬ 
stituted product contains 400 Interna¬ 
tional Unite thereof. 

<3> The requirements of this para¬ 
graph will be deemed to have been met if 
reasonable overages, within limits of 
good manufacturing practice, are present 
to ensure that the required levels of vita¬ 
mins are maintained throughout the ex¬ 
pected shelf life of the food under cus¬ 
tomary' conditions of distribution. 

(c» Optional ingredients. The follow¬ 
ing safe and suitable optional ingredi¬ 
ents may be used: 

( 1 • Carriers for vitamins A and D. 

«2> Characterizing flavoring ingredi¬ 
ents, with or without coloring, as follows: 

(0 Fruit and fruit Juice, including 
concentrated fruit and fruit Juice. 

(ID Natural and artificial food fla¬ 
voring. 

<d> Methods of analysis. Referenced 
methods are from "Official Methods of 
Analysis of the Association of Official 
Analytical Chemists," Ilth Ed., 1970.* 

(1) Moisture content—"Moisture— 
Official Final Action," section 16.149.* 

*2> Milkfat content—"Frtt in Dried 
Milk—Official Final Action,” sections 
16.156-16.157.* ' ' 

<e) Nomenclature. The name of the 
food is "Nonfat dry milk fortified with 
vitamins A and D" If the fat content is 
over 1 1 i percent by weight, the name of 
the food on the principal display panel 
or panels shall be accompanied by the 
statement "Contains milkfat", the 
blank to be filled in to the nearest one- 
tenth of 1 percent with the percentage 
ol fat contained within limits of good 
manufacturing practice. The name of the 
food shall be include a declaration of the 
presence of any characterizing flavor¬ 
ing. as specified in If 101.23 of this 
chapter. 

8 131.130 Evaporated milk. 

(a) Description. Evaporated milk is 
the liquid food obtained by the partial 
removal of water from milk. The milkfat 
and total milk solids contents of the food 
are not less than 7.5 and 25.5 percent, 
respectively. Evaporated milk contains 
added vitamin D as prescribed by para- 
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graph (b) of this section. It Is homoge¬ 
nized. It is sealed hi a container and so 
processed by heat, either before or after 
sealing, as to prevent spoilage. 

(b) Vitamin addition. <1) Vitamin D 
shall be present in such Quantity that 
each fluid ounce of the food contains 25 
International Units thereof within lim¬ 
its of good manufacturing practice. 

(2) Addition of vitamin A is optional. 
If added, vitamin A shall be present in 
such quantity that each fluid ounce of 
the food contains not less than 125 Inter¬ 
national Units thereof within limits of 
good manufacturing practice. 

<c) Optional ingredients. The follow¬ 
ing safe and suitable ingredients may be 
used: 

(1) Carriers for vitamins A and D. 

42) Emulsifiers. 

(3) Stabilizers, with or without dioctyl 
sodium sulfosuccinate (when permitted 
by. and complying with the provisions of. 

I 172.810 of this chapter) as a solubi¬ 
lizing agent. 

(4) Characterizing flavoring ingredi¬ 
ents, with or without coloring, as follows: 

(1) Fruit and fruit juice, including 
concentrated fruit and fruit Juice. 

<11) Natural and artificial food flavor¬ 
ing. 

(d) Methods of analysis. Referenced 
methods are from "Official Methods of 
Analysis of the Association of Official 
Analytical Chemists," 11th Ed,. 1970.* 

(1) Milkfat content — "Fat—Official 
Final Action." section 16.129.’ 

(2) Total milk solids—"Total Solids— 
Official Final Action," section 16.127.* 

(3) Vitamin D content—"Vitamin D 
in Milk—Official Final Action." sections 
39.149-39.162.’ 

(e) Nomenclature. The name of the 
food is "Evaporated milk". The phrase 
"vitamin D" or '‘vitamin D added." or 
"vitamin A and D" or "vitamins A and D 
added", as is appropriate, shall immedi¬ 
ately precede or follow the name of the 
food wherever it appears on the.princlpal 
display panel or panels of the label in 
letters not less than one-half the height 
of the letters used in such name. The 
name of the food shall include a declara¬ 
tion of the* presence of any characteriz¬ 
ing flavoring, as specified in 5 101.22 of 
this chapter. 

<f> label declaration. When used in 
the food, each of the ingredients specified 
in paragraphs <b) (2) and <c> (2) and <3) 
of this section shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter. 

§ 1.31.135 milk. _ 

(a> Description . Lowfat milk is milk 
from which sufficient milkfat has been 
removed to produce a food having, within 
limits of good manufacturing practice, 
one of the following milkfat contents: 
i;, l, or 2 percent. Lowfat milk is 
pasteurized or ultra-pasteurized, con¬ 
tains added vitamin A as prescribed by 
paragraph (b) of this section, and con¬ 


* Copies may be obUlned from: Association 
of Official Analytical Chemist*, P.O, Box 540. 
Benjamin Franklin Station, Washington. D C. 
20044. 


tains not less than 8*4 percent milk solids 
not fat. Lowfat milk may be homog¬ 
enized. 

tb> Vitamin addition. (1) Vitamin A 
shall be present in such quantity that 
each quart of the food contains not less 
than 2000 International Units thereof 
within limits of good manufacturing 
practice. 

< 2) Addition of vitamin D is optional. 
If added, vitamin D shall be present in 
such quantity that each quart of the food 
contains 400 International Units thereof 
within limits of good manufacturing 
practice. 

<c) Optional ingredients. The follow¬ 
ing safe and suitable ingredients may be 
used: 

4 1) Carriers for vitamins A and D. 

42) Concentrated skim milk, nonfat 
dry milk, or other milk derived ingredi¬ 
ents to increase the nonfat solids content 
of the food: Provided . That the ratio of 
protein to total nonfat solids of the food, 
and the protein efficiency ratio of all 
protein present, shall not be decreased 
as a result of adding such Ingredients. 

(3) When one or more of the optional 
milk derived ingredients In paragraph 

(c)(2) of this section are used, emulsi¬ 
fiers. stabilizers, or both. In an amount 
not more than 2 percent by weight of the 
solids in such ingredients. 

<4> Characterizing flavoring ingredi¬ 
ents (with or without coloring, nutritive 
sweetener, emulsifiers, and stabilizers) as 
follows: 

(1) Fruit and fruit Juice (including 
concentrated fruit and fruit Juice). 

(li> Natural and artificial food flavor¬ 
ings. 

(d) Methods of analysis. Referenced 
methods arc from "Official Methods of 
Analysis of the Association of Official 
Analytical Chemists." 11th Ed.. 1970> 

(1) Milkfat content—"Fat. Roesc- 
Gottlleb Method—Official Final Action." 
section 16.052 * 

(2> Milk solids not fat content (or total 
nonfat solids content)—Calculated by 
subtracting the milkfat content from the 
total solids content as determined by the 
method "Total Solids, Method I—Official 
Final Action," section 16.032.* 

(3) Vitamin D content—"Vitamin D— 
Official Final Action" sections 39.149- 
39 162.- 

(e) Nomenclature . The name of the 
food is "Lowfat milk". The name of the 
food shall appear on the label in type of 
uniform size, style, and color. The name 
of the food shall be accompanied on the 
label by a declaration indicating the 
presence of any characterizing flavoring, 
as specified in { 101.22 of this chapter. 

1 1) The following terms shall accom¬ 
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label In letters not less 
than one-half of the height of the letters 
used in such name: 

4i) The phrase "_ % milkfat". the 

blank to be filled in with the fraction tfr. 
or multiple thereof, to indicate the actual 
fat content of the food. 

4JJ) The phrase "vitamin A" or "vita¬ 
min A added", or, if vitamin D is added, 
the phrase "vitamins A and D added". 


The word "vitamin" may be abbrt \ in led 
"vit.". 

(ill) The word "ultra-pasteurized if 
the food has been ultra-pasteurized 
(iv) The phrase "protein fortified or 
"fortified with protein" If the food con¬ 
tains not less than 10 percent milk de¬ 
rived nonfat solids. 

(2) The following terms may appear 
on the label: 

U) The word "pasteurized" if the food 
has been pasteurized. 

<ii) Tlie word "homogenized*' if the 
food has been homogenized. 

(f) Label declaration . When ingredi¬ 
ents are used in the food as specified in 
paragraphs (b)(2) and (c)(2), (3), and 

(4) of this section, such ingredients shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter except that concentrated skim 
milk and nonfat dry milk may be de¬ 
clared as "nonfat milk solids". 


§ 131.115 Skim milk. 


(a) Description. 8 kim milk is milk 
from which sufficient milkfat has been 
removed to reduce its milkfat content to 
less than 0.5 percent. Skim milk that Is 
in final package form for beverage ise 
shall have been pasteurized or ultra- 
pasteurized, shall contain added vitamin 
A as prescribed by paragraph (b) of this 
section, and shall contain not less than 
8*4 percent milk solids not fat. 8 kim 
milk may be homogenized 

<b) Vitamin addition. (1) Vitamin A 
shall be present in such quantity that 
each quart of the food contains not less 
than 2000 International Units thereof 
within limits of good manufacturing 
practice. 

<2> Addition of vitamin D is option,»1 
If added, vitamin D shall be present in 
such quantity that each quart of the food 
contains 400 International Units thereof 
within limits of good manufacturing 
practice. 

(c) Optional ingredients. The follow* 
ing safe and suitable ingredients may be 
used: 

(1) Carriers for vitamins A and D 

(2) Concentrated skim milk, nonfat 
dry milk, or other milk derived ingredi¬ 
ent* to Increase the nonfat solids con¬ 
tent of the food: Provided, That the 
ratio of protein to total nonfat solids of 
the food, and the protein efficiency ratio 
of all protein present, shall not be de¬ 
creased as a result of adding such ingre¬ 


dients. 

(3) When one or more of the optional 
milk derived ingredients in paragraph 
(c)(2) of this section are used, emulsi¬ 
fiers. stabilizers, or a combination of 
both, in an amount not more than 2 per¬ 
cent by weight of the solids in such in¬ 
gredients. 

(4) Characterizing flavoring ingredi¬ 
ents (with or without coloring, nutritive 




as follows: . , 14 „_ 

(1) Fruit and fruit Juice (including 
concentrated fruit and fruit Juice). 

<ii) Natural and artificial food flavor- 


id) Methods of analysis. Referenced 
thods are from "Official Method* oi 
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Analysis of the Association of Official 
Analytical Chemists/* 11th Ed.. 1970/ 

<1> Mllkfat content—"Fat. Rocse- 
Gottliob Method—Official Final Action." 
section 16.052/ 

r2) Milk solids not fat content (or 
total nonfat solids content) —Calculated 
by subtracting the mllkfat content from 
the total solids content as determined by 
the method "Total Solids. Method I— 
Official Pinal Action," section 16.032/ 

• 3) Vitamin D content—"Vitamin In¬ 
official Final Action," sections 39.149- 
ad 162/ 

te> Nomenclature , The name of the 
food is "8kim milk’* or alternatively 
• Nonfat milk". The name of the food 
shall appear on the label In type of uni¬ 
form size, style, and color. The name of 
the food shall be accompanied on the 
label by a declaration indicating the 
presence of any characterizing flavoring, 
as specified in f 101.22 of this chapter. 

»1) The following terms shall accom - 
pany the name of the food wherever It 
appears on the principal display panel 
or panels of the label In letters not less 
than one-half of the height of the letters 
used In such name: 

(1) The phrase "vitamin A" or "vita¬ 
min A added”, or. If vitamin D is added, 
the phrase "vitamins A and D" or "vita¬ 
mins A and D added**. The word ‘’vita¬ 
min" may be abbreviated "vit", 

Mi» The word "ultra-pasteurized * If 
the food has been ultra-pasteurized. 

till* The phrase "protein fortified" or 
"fortified with protein" if the food con¬ 
tains not less than 10 percent milk de¬ 
rived nonfat solids. 

•2> The following terms may appear 
on the label: # 

' i» The word "pasteurized" if the food 
has been pasteurized. 

Mi) The w'ord "homogenized" if the 
food has been homogenized. 

if> Label declaration. When used in 
the food, each of the ingredients speci¬ 
fied in paragraphs (b)(2) and (c)(2), 
•3), and (4) of this section shall be de¬ 
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter. 

§I3I.I.>0 I Ira tv mum. 

Description. Heavy cream is cream 
which contains not less than 36 percent 
mllkfat. It is pasteurized or ultra- 
pasteurized. and may be homogenized. 

'b) Optional ingredients. The follow¬ 
ing safe and suitable optional ingredients 
may be used: 

<1> Emulsifiers. 

•2) Stabilizers. 

<3> Nutritive sweeteners. 

<4> Characterizing flavoring Ingredi¬ 
ents (with or without coloring) as fol¬ 
lows: 

<l» Pruit and fruit Juice (including 
concentrated fruit and fruit juice). 

Mi* Natural and artificial food flavor¬ 
ing. 

<c> Methods o/ analysis. The mllkfat 
content is determined by the method 

1 Copi«8 may bo obtained from: Association 
f»r OmclAl Analytical Chemists. P.O. Box 640, 
Benjamin PranXlln Station. Washington. DC 


RULES AND REGULATIONS 

prescribed in "Official Methods of Analy¬ 
sis of the Association of Official Analyti¬ 
cal Chemists." 11th Ed., 1970, section 
16.114 under "Fat. Roese-GotUieb 
Method—Official Final Action/** 

<d) Nomenclature. (1) The name of 
the food is "Heavy cream** or alterna¬ 
tively "Heavy whipping cream". The 
name of the food shall be accompanied 
on the label by a declaration Indicating 
the presence of any characterizing fla¬ 
voring. as specified in f 101/J2 of this 
chapter. The following terms shall ac¬ 
company the name of the food wherever 
It appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
U5ed in such name: 

<i> The word "ultra-pasteurized" if 
the food has been ultra-pasteuri 2 ed. 

(|i> The word "sweetened" if no char¬ 
acterizing flavoring ingredients are used, 
but nutritive sweetener is added. 

*2) The following terms may appear 
on the lubel: 

«i> The word "pasteurized" if the food 
has been pasteurized. 

Mi) Tlie word "homogenized" If the 
food has been homogenized. 

•e> Label declaration. When used in 
the food, each of tl\e ingredients speci¬ 
fied in paragraph <b) of this section 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter, 

§ 131.1.>5 IJgiil rrriiiii. 

<a» Description. Light cream is cream 
which contains not less than 18 percent 
but less than 30 percent mllkfat. It is 
pasteurized or ultra-pasteurized, and 
may be homogenized. 

<b) Optional ingredients. The follow¬ 
ing safe and suitable Ingredients may be 
used: 

1» Stabilizers. 

<2* Emulsifiers. 

Nutritive sweeteners. 

<4» Characterizing flavoring ingredi¬ 
ents (with or without coloring) as fol¬ 
lows: 

‘i* Fruit and fruit Juice (including 
concentrated fruit and fruit Juice». 

<li) Natural and artificial food flavor¬ 
ing. 

<c> Methods of analysis. The mllkfat 
content is determined by the method pre¬ 
scribed in "Official Methods of Analysis 
of the Association of Official Analytical 
Chemists." 11th Ed.. 1970. section 16.114 
under "Fat. Roese-Gottlieb Method—Of¬ 
ficial Final Action."* 

td> Nomenclature. The name of the 
food is "Light cream *, or alternatively 
"Coffee cream** or "Table cream". The 
name of the food shall be accompanied 
on the label by a declaration Indicating 
the presence of any characterizing fla¬ 
voring. as specified in 1101.22 of this 
chapter. 

(1) The following terms shall accom¬ 
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used In such name: 

(l) The word "ultra-pasteurized" If 
the food has been ultra-pasteurized. 
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Ml) The word "sweetened** if no char¬ 
acterizing flavoring ingredients are used, 
but nutritive sweetener Is added. 

(2) The following terms may api>ear 
on the label: 

(1) The word "pasteurized" if the food 
has been pasteurized. 

(li) The word "homogenized" if the 
food has been homogenized. 

(e) Label declaration. When used in 
the food, each of the Ingredients speci¬ 
fied in paragraph <b> of this section shall 
be declared on the label as required by 
tiie applicable sections of Part 101 of this 
chapter. 

§ 131*137 I if: 1 1 1 whipping cream. 

(a) Description. Light whipping cream 
is cream which contains not less than 30 
percent but less than 36 percent mllkfat. 
It Is pasteurized or ultra-pasteurized, 
and may be homogenized. 

(b) Optional ingredients. The follow*- 
ing safe and suitable optional ingredients 
may be used: 

(1) Emulsifiers. 

(2) Stabilizers. 

(3) Nutritive sweeteners. 

<4> Characterizing flavoring ingredi¬ 
ents (with or without coloring) as fol¬ 
lows: 

(i) Fruit and fruit Juice (including 
concentrated fruit and fruit Juice), 

(ii> Natural and artificial food flavor¬ 
ing. 

<c> Methods of analysis. The mllkfat 
content is determined by the method pre¬ 
scribed in "Official Methods of Analysis 
of the Association of Official Analytical 
Chemists," 11th Ed., 1970, section 16.114 
under "Fat, Roc.se-Gottlieb Method— 
Official Final Action/* * 

(d) Nomenclature. The name of the 
food Is "Light whipping cream" or al¬ 
ternatively "Whipping cream". The 
name of the food shall be accompanied 
on the label by a declaration indicating 
the presence of any characterizing fla¬ 
voring. as specified in g 101.22 of this 
chapter. 

<l) The following terms shall accom¬ 
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used in such name: 

<i> The word "ultra-pasteurized" IX the 
food has been ultra-pasteurized 

<U) The word "sweetened" if no char¬ 
acterizing flavoring ingredients are used, 
but nutritive sweetener is added. 

<2) The following terms may appear 
on the label: 

(l) The word "pasteurized" if the food 
has been pasteurized. 

(li) The word "homogenized" if the 
food has been homogenized. 

(e) Label declaration . When used in 
the food, each of the ingredients speci¬ 
fied in paragraph (b) of this section 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter, 

§ 131.160 Sour r ream, 

(a) Description. Sour cream results 
from the souring, by lactic acid produc¬ 
ing bacteria, of pasteurized cream. Sour 
cream contains not less than 18 percent 
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milkfat; except that when the food is 
characterized by the addition of nutri¬ 
tive sweeteners or bulky flavoring ingre¬ 
dients. the weight of the milkfat is not 
less than 18 percent of the remainder ob¬ 
tained by subtracting the weight of such 
optional ingredients from the weight of 
the food; but in no case does the food 
contain less than 14.4 percent milkfat. 
Sour cream has a tttratable acidity of not 
less than 0.5 percent, calculated as lactic 
acid. 

<b» Optional ingredients. <1 > Safe and 
suitable Ingredients that Improve texture, 
prevent syncrcsls. or extend the shelf Ufe 
of the product. 

(2) Sodium citrate in an amount not 
more than 0.1 percent may be added prior 
to culturing as a flavor precursor. 

(3) Rennet. 

<4) Safe and suitable nutritive sweet¬ 
eners. 

(5) Salt. 

(6) Flavoring ingredients, with or 
without safe and suitable coloring, as 
follows: 

(i) Fruit and fruit juice (including 
concentrated fruit and fruit Juice). 

<ii) Safe and suitable natural and ar¬ 
tificial food flavoring. 

<c> Method of analysis. Referenced 
methods In paragraphs (c) (1) and (2) 
of this section are from “Official Meth¬ 
ods of Analysis of the Association of 
Official Analytical Chemists/' 11th Ed.. 
1970.' 

(1) Milkfat content—“Fat—Official 

Final Action." section 16.129. 

(2) Tit ratable acidity — "Acidity — 
Official Final Action." section 16.022. 

(d) Nomenclature . The name of the 
food is “Sour cream" or alternatively 
"Cultured sour cream". The full name of 
the food shall appear on the principal 
display panel of the label in type of uni¬ 
form size, style, and color. The name of 
the food shall be accompanied by a dec¬ 
laration Indicating the presence of any 
flavoring that characterizes the product, 
as specified in f 101.22 of this chapter. If 
nutritive sweetener in an amount suffi¬ 
cient to characterize the food is added 
without addition of characterizing fla¬ 
voring, the name of the food shall be pre¬ 
ceded by the word “sweetened *. 

<e> Label declaration. Each of the in¬ 
gredients used in the food shall be de¬ 
clared on the label os required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word "cultured” 
followed by the name of the substrate. 
e.g„ "cultured cream". 

§ 131.162 Aritlifictl »p«tr errant* 

(a) Description. Acidified sour creom 
results from the souring of pasteurized 
cream with safe and suitable acidifiers. 
with or without addition of lactic add 
producing bacteria. Acidified sour cream 
contains not less than 18 percent milk- 
fat; except that when the food is char¬ 
acterized by the addition of nutritive 
sweeteners or bulky flavoring Ingredi¬ 
ents. the weight of milkfat is not less 
than 18 percent of the remainder ob¬ 
tained by subtracting the weight of such 
optional ingredients from the weight of 
the food: but in no case does the food 


contain less than 14.4 percent milkfat. 
Acidified sour cream has a Utratable 
acidity of not less than 0.5 percent, cal¬ 
culated as lactic acid. 

(b) Optional ingredients. (1) Safe and 
suitable ingredients that Improve tex¬ 
ture. prevent syneresis. or extend the 
shelf life of the product. 

(2) Rennet. 

<3> Safe and suitable nutritive sweet¬ 
eners. 

(4) Salt. 

(5) Flavoring ingredients, with or 
without sale and suitable coloring, as 
follows: 

U> Fruit and fruit Juice, including 
concentrated fruit and fruit Juice. 

<li) Safe and suitable natural and ar¬ 
tificial food flavoring. 

(c) Method of analysis. Referenced 
methods in paragraph (e) (1) and (2) of 
this section are from "Official Methods 
of Analysis of the Association of Official 
Analytical Chemists." 11th Ed.. 1970/ 

(1) Milkfat content—“Fat—Official 
Final Action." section 16.129. 

(2) Utratable acidity—“Acidity—Offi¬ 
cial Final Action/’ section 16.022. 

(d) Nomenclature . The name of the 
food is "Acidified sour cream". The full 
name of the food shall appear on the 
principal display panel of the label In 
type of uniform size, style, and color. The 
name of the food shall be accompanied 
by a declaration indicating the presence 
of any flavoring that characterizes the 
product, as specified In f 101.22 of this 
chapter. If nutritive sweetener in an 
amount sufficient to characterize the 
food is added without addition of char¬ 
acterizing flavoring, the name of the 
food shall be preceded by the word 
“sweetened”. 

<e) Label declaration. Each of the in¬ 
gredients used in the food shall be de¬ 
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word "cultured" 
followed by the name of the substrate, 
eg., “cultured cream". 

§ 131.161 Sour crrNiii drfAMiig. 

(a) Description . Sour cream dressing 
is made in semblance of sour cream 
but does not comply with the standards 
of identity for either sour cream under 
t 131.160 or acidified sour cream under 
I 131.162. Sour cream dressing contains 
not less than 18 percent milkfat; except 
that when the food is characterized by 
the addition of nutritive sweeteners or 
bulky flavoring ingredients, the weight 
of milkfat Is not less than 18 percent of 
the remainder obtained by subtracting 
the weight of such optional ingredients 
from the weight of the food; but in no 
case does the food contain less than 14.4 
percent milkfat. Sour cream dressing has 
a Utratable acidity of not less than 0.5 
percent, calculated as lactic acid. The 
blend of all Ingredients used shall be 
pasteurized, except that volatile flavor¬ 
ing substances, enzymes, bacterial cul¬ 
tures. and acidifying agents may be 
added following pasteurization 

<b) Optional ingredients . Safe and 
suitable ingredients may be used in a 
quantity not greater than is reasonably 


required to accomplish their intended 
effect, 

<c) Method of analysis. Referenced 
methods in paragraph <c) (1) and <2) of 
this secUon arc from ’‘Official Methods of 
Analysis of the Association of Official 
Analytical Chemists." 11th Ed.. 1970/* 

<1) Milkfat content—"Fat—Official 
Final Action." section 16.129. 

<2i Titratable acidity—"Acidity—Of¬ 
ficial Final AcUon," section 16.022. 

«d» Nomenclature. The name of the 
food Is- “Sour cream dressing". The full 
name of the food shall appear on the 
principal display panel of the label in 
type of uniform size, style, and color. The 
name of Uie food shall be accompanied 
by a declaration indicating the presence 
of any flavoring that characterizes the 
product, as specified in $ 101.22 of this 
chapter. If nutritive sweetener in an 
amount sufficient to characterize the 
food is added without addition of char¬ 
acterizing flavoring, the name of the 
food shall be preceded by the word 
“sweetened". 

<e> Label declaration. Each of the in¬ 
gredients used in the food shall be de¬ 
clared on the label as required by the 
applicable sections of Part 101 of thi* 
chapter, except that: 

(1) Bacterial cultures may be de¬ 
clared by the word "cultured” followed 
by the name of the substrate, e g., "cul¬ 
tured cream". 

(2) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con¬ 
centrated skim milk or nonfat dry* mil): 
may be declared as “skim milk". 

<3) Concentrated milk, dry whole 
milk, and reconstituted milk prepare/, 
by addition of water to concentrated 
milk or dry whole milk may be declared 
as "milk". 

(4) Sweet cream buttermilk, concen¬ 
trated sweet cream buttermilk, and dried 
sweet cream buttermilk, may be declared 
as “buttermilk". 

(5) Cheese whey, concentrated cheese 
whey, and dried cheese whey may be de¬ 
clared as “whey". 

Note.—I 131.164 (formerly I 18.5701 wa* 
stayed in its entirety at 40 PR 18549 Apr 29 
1975. 

§ 131.180 Half-anttnlf. 

(a» Description. Half-and-half is the 
food consisting of a mixture of milk and 
cream which contains not less than 10 5 
percent but less than 18 percent milkfat 
It is pasteurized or ultra-pasteurized, 
and may be homogenized. 

Optional ingredients. The follow¬ 
ing safe and suitable optional Ingredients 
may be used: 

(1) Emulsiflers. 

(2) Stabilizers. 

< 3 > Nutritive sweeteners. 

<4) Characterizing flavoring ingredi¬ 
ents (with or without coloring* as 
follows: 

*i> Fruit and fruit Juice < including 
concentrated fruit and fruit Juice *. 

<ii> Natural and artificial food flavor¬ 
ing. 

(c* Methods of analysis. The milkfat 
content is determined by the method 
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prescribed In “Official Methods of Analy¬ 
sis of the Association of Official Analyt¬ 
ical Chemists/* 11th Ed.. 1970. section 
10.114 under “Fat. Roese-GotUleb Meth¬ 
od-Official Final Action/* * 

<d) Nomenclature. The name of the 
food Is “Half-and-half**. The name of 
the food shall be accompanied on the 
label by a declaration indicating the pres¬ 
ence of any characterizing flavoring, as 
specified in 5 101.22 of this chapter. 

Cl) The following terms shall accom¬ 
pany the name of the food wherever it 
appears on the principal display panel or 
i*nels of the label in letters not less 
than one-half the height of the letters 
used in such name: 

(1) The word “ultra-pasteurized** If the 
food lias been ultra-pasteurized. 

<il) The word “sweetened" if no char¬ 
acterizing flavor ingredients are used, but 
nutritive sweetener Is added. 

(2) The following terms may appear on 
the label: 

(1) The word “pasteurized” if the food 
has been pasteurized. 

(tt) The word “homogenized** if the 
food has been homogenized. 

(e) Label declaration. When used in 
the food, each of the ingredients speci¬ 
fied in paragraph (b> of this section 
shall be declared on the label os required 
by the applicable sections of Part 101 of 
this chapter. 

S 131.185 Sour 

(a) Description . Sour half-and-half 
results from the souring, by lactic acid 
producing bacteria, of pasteurized half- 
and-half. Sour half-and-half contains 
not less than 10.5 percent but less than 
18 percent mllkfat; except that when the 
food is characterized by the addition of 
nutritive sweeteners or bulky flavoring 
ingredients, the weight of mllkfat Is not 
less than 10.5 percent of the remainder 
obtained by subtracting the weight of 
fcuch optional ingredients from the 
weight of the food: but in no case does 
the food contain less than 8.4 percent 
mllkfat. Sour half-and-half has a titrat- 
able acidity of not less than 0.5 percent, 
calculated as lactic acid. 

*b) Optional ingredients, cl) Safe and 
suitable ingredients that improve texture, 
prevent syncresls. or extend the shelf 
life of the product. 

( 2) Sodium citrate In an amount not 
more than 0.1 percent may be added 
prior to culturing as a flavor precursor. 

<3) Rennet. 

(4) Safe and suitable nutritive 
sweeteners. 

i5> Salt. 

<6) Flavoring ingredients, with or 
without safe and suitable coloring, as 
follows: 

U) Fruit and fruit juice, including 
concentrated fruit and fruit Juice. 

fil) Safe and suitable natural and 
artiflcial food flavoring. 

of analysis. Referenced 
methods in paragraph Cc) (1) and (2) of 
inis section arc from ''Official Methods 
of Analysis of the Association of Official 
Analytical Chemists,** 11 th Ed., 1970.* 

( 1> Mllkfat content—“Fat—Official 
final Action,** { 10.129. 


(2) Tltra table acidity—‘'Acidity—Offi¬ 
cial Final Action/' section 16.022. 

<d) Nomenclature. The name of the 
food is “Sour half-and-half" or alterna¬ 
tively “Cultured sour half-and-half**. 
The full name of the food shall appear on 
the principal display panel of the label 
in type of uniform size, style, and color. 
The name of the food shall be accom¬ 
panied by a declaration indicating the 
presence of any flavoring that character¬ 
izes the product, as specified In f 101.22 
of this chapter. If nutritive sweetener in 
an amount sufficient to characterize the 
food is added without addition of char¬ 
acterizing flavoring, the name of the 
food shall be preceded by the word 
“sweentened". 

<e> Label declaration . Each of the 
Ingredients used In the food shall be 
declared on the label as required by the 
applicable sections of Pan 101 of this 
chapter, except that bacteria] cultures 
may be declared by the word “cultured" 
followed by the name of the substrate, 
e.g.. “cultured cream**. 

9 131.187 AruliiirJ •Ctu r linlf-iwid-Iinlf. 

(a) Description. Acidified sour half- 
and-half results from the souring of pas¬ 
teurized half-and-half with safe and 
suitable acidlflers, and with or without 
addition of lactic acid producing bac¬ 
teria. Acidified sour half-and-half con¬ 
tains not less than 10.5 percent but less 
than 18 percent milkfat; except that 
when the food is characterized by the 
addition of nutritive sweeteners or bulky 
flavoring ingredients, the weight of milk- 
fat is not less that 10.5 percent of the 
remainder obtained by subtracting the 
weight of such optional ingredients from 
the weight of the food; but in no case 
docs the food contain less than 8.4 per¬ 
cent mllkfat. Acidified sour half-and- 
half has a tit ratable acidity of not less 
than 0.5 percent* calculated as lactic 
acid. 

(b) Optional ingredients. (1) Safe and 
suitable Ingredients to Improve texture, 
prevent syncresls. or extend the shelf 
life of the product. 

(2) Rennet. 

(3) Safe and suitable nutritive sweet¬ 
eners. 

* (4) salt 

<5) Flavoring ingredients, with or 
without safe and suitable coloring, as 
follows: 

it) Fruit and fruit Juice, including 
concentrated fruit and fruit Juice. 

<U> Safe and suitable natural and 
artificial food flavoring. 

(c) Methods of analysis. Referenced 
methods in paragraph (c)(1) and (2) 
of this section are from “Official Meth¬ 
ods of Analysis of the Association of Of¬ 
ficial Analytical Chemists," 11th Ed.. 
1970.* 

(1) Mllkfat content—“Fat—Official 
Final Action." section 18.129. 

(2) Tltratable acidity—“Acidity—Of¬ 
ficial Final Action.** section 16.022. 

(d) Nomenclature. The name of the 
food Is “Acidified sour half-and-half*. 
The full name of the food shall appear 
on the principal display panel of the 


label in type of uniform size, style, and 
color. The name of the food shall be 
accompanied by a declaration indicating 
the presence of any flavoring that char¬ 
acterizes the product, as specified in 
§101.22 of this chapter. If nutritive 
sweetener in an amount sufficient to 
characterize the food Is added without 
addition of characterizing flavoring, the 
name of the food shall be preceded by 
the word “sweetened**. 

(e) Label declaration. Each of the 
Ingredients used in the food shall be 
declared on the label as required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word “cultured" 
followed by the name of the substrate, 
e.g., “cultured cream**. 

§ 131.189 Sour lialf-undhmlf «Jrc-«-in*:. 

(a) Description. Sour half-and-half 
dressing is made in semblance of sour 
half-and-half, but does not comply with 
the standards of identity for either sour 
half-and-half under § 131.185 t>r acidi¬ 
fied sour half-and-half under § 131.187, 
Sour half-and-half dressing contains 
not less than 10.5 percent but less than 
18 percent milkfat; except that when the 
food is characterized by the addition of 
nutritive sweeteners or bulky flavoring 
Ingredients, the weight of milkfat is not 
less than 10.5 percent of the remainder 
obtained by subtracting the weight of 
such optional ingredients from the 
weight of the food; but in no case docs 
the food contain less than 8.4 percent 
milkfat. Sour half-and-half dressing has 
a tltratablo acidity of not less than 0.5 
percent, calculated as lactic acid. The 
blend of all ingredients used shall be pas¬ 
teurized, except that volatile flavoring 
substances, enzymes, bacterial culture*, 
and acidifying agents may be added fol¬ 
lowing pasteurization. 

<b> Optional ingredients. Safe and 
suitable Ingredients may be used In a 
quantity not greater than Is reasonably 
required to accomplish their intended 
effect. 

(C> Method of analysis . Referenced 
methods in paragraph <c> (1) and <2> of 
this section are from “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.” 11th Ed.. 1970/ 

<1> Milkfat content—“Fat—Official 

Final Action/* section 16.129. 

(2) Tltra table acidity—“Acidity—Of¬ 
ficial Final Action.'* section 16.022. 

(d) Nomenclature. The name of the 
food is “Sour half-and-half dressing*’. 
The full name of the food shall appear 
on the principal display panel of the 
label in type of uniform size, style, and 
color. Tiie name of the food shall be ac¬ 
companied by & declaration Indicating 
the presence of any flavoring that char¬ 
acterizes the product, as specified In 
§ 101.22 of this chapter. If nutritive 
sweetener in on amount sufficient to 
characterize the food Is added without 
addition of characterizing flavoring, the 
name of the food shall be preceded by 
the word “sweetened”. 

(a) Label declaration. Each of the in¬ 
gredients used In the food shall be de¬ 
clared on the label as required by the 
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applicable sections of Part 101 of this 
chapter, except that: 

(1) Bacterial cultures may be declared 
by the word “cultured" followed by the 
name of the substrate, e*.. “cultured 
cream". 

<2> Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con¬ 
centrated skim milk or nonfat dry milk 
may be declared as “skim milk". 

<3> Concentrated milk, dry whole 
milk, and reconstituted milk prepared by 
addition of water to concentrated milk 
or dry whole milk may be declared as 
“mUk“. 

(4) Sweet cream buttermilk, concen¬ 
trated sweet cream buttermilk, and dried 
sweet cream buttermilk may be declared 
as “buttermilk**. 

(5) Cheese whey, concentrated cheese 
whey, and dried cheese whey may be 
declared as •'whey**. 


PART, 133—CHEESES AND RELATED 
CHEESE PRODUCTS 

Subpart A—General Provitloru 

Sec. 

133 3 Definitions 

133 10 Notice to manufacturer*, packer*. 

and distributors of pasteurised 
blended cheese, pasteurized proc¬ 
ess chcene. cheese food, cheese 
spread, and related foods. 

Subpart a—Requirements tor Specific Standeed¬ 
ited Cheese and Related Cheese Product* 

133.103 Am ago fresh and aftiago soft cheese 

133.103 Aalagu medium cheer* 

133.104 Asiogo old cheese 
133 106 Blue cheese 
133.108 Brick cheese. 

133.100 Brick chceoe for manufacturing 
133.111 Cactocavallo slclllano choose. 

133.113 Cheddar cheeae. 

133.114 Cheddar cheese for manufacturing 
133.116 Low sodium Cheddar cheese. 

133 118 Colby cheese. 

133110 Colby cheese for manufacturing 
133.121 Low sodium oolby cheese 
133.123 Cold-pack and club choose 
133 124 Cold-pack cheese food 
133 125 Cold-pack cheese food with fruits, 
vegetable*, or meat*. 

133 127 Cook cheese, koch kaese 
133 128 Cottage cheese. 

133.120 Dry curd cottage cheese 
133.131 Lowfat cottage cheese. 

133.133 Cream cheese. 

133.134 Cream cheese with other fooda 

133 130 Washed curd and soaked curd 
cheese. 

133 137 Washed curd cheese for manufac¬ 
turing. 

133.138 Edam cheese 

133.140 Oammelost cheese. 

133.141 Oorgonzola cheese. 

133.142 Oouda cheese. 

133144 Orauular and stirred curd cheese. 
133 145 Granular cheese for manufacturing 
133146 Orated cheese*. 

133147 Orated American cheeee rood 
133148 Hard grating cheeses 
133.140 Oruycre cheese. 

133150 Hard cheeses. 

133152 Llmburger cheese. 

1331 63 Monterey cheese and monterey Jack 
cheese, 

133.154 Hlgh-molsture lack cheese. 

133155 Mozzarella cheese and scamorra 
cheeee. 

133 156 Low-moisture mozzarella and aco- 
morra cheeee. 

133167 Part-skim mozzarella and scamorra 

cheeee. 


Sec 

133 158 Low-moisture part-skim mozzarella 
and scamorza cheese, 

133160 Muenater and munster cheese 
133161 Muenater and munster cheese for 
manufacturing 
133.162 Neufchatel cheese. 

133164 Nuworld cheese. 

133166 Parmesan and regglano cheese 
1331 67 Pasteurized blended cheese. 

133 168 Pasteurized blended cheese with 
fruits, vegetables, or meat*. 

133169 Pasteurized process cheese. 

133.170 Pasteurized process cheese with 
fruits, vegetables, or meats. 

133171 Pasteurized process pimento cheese 
133.173 Pasteurized process cheeee food. 
133174 Pasteurized process cheese food with 
fruits, vegetable*, or meat*. 

133.176 Pasteurized cheese spread. 

133176 Pasteurized cheese spread with 
fruits, vegetables, or meats. 

133176 Pasteurized ueufchatel cheese 
spread with other food*. 

133179 Pasteurized process cheese spread. 
133180 Pasteurized process cheese spread 
with fruits, vegetables, or meats 
133.161 Provdone and pasta filata cheese. 
133 182 Soft ripened cheese*. 

133183 Romano cheese. 

133 1 84 Roquefort, sheep* milk blue-mold. 

and blue-mold cheese from 
sheep's milk. 

133.185 Samsoe cheeee. 

133.186 Sap sago cheese. 

133187 Semlsoft cheeses 

133 188 Semlsoft part-skim cheeses. 

133.189 Skim milk cheese for manufactur¬ 
ing. 

133190 Spiced cheese*. 

133 191 Part-skim spiced cheese*. 

133193 Spiced. flavored standardized 
cheeses. 

133.195 Swiss and emmentaler cheese. 
133196 Swiss cheeee for manufacturing. v 

AuTitoarTT: Secs. 401. 701. 62 Slat. 1046 as 
amended. 1085-1066 as amended (21 U3C. 
341. 371) unless otherwise Indicated. 

Sub part A—General Provisions 

§ 133.3 Definition*. 

For the purposes of this part, the 
phrase “safe and suitable** when used to 
describe ingredients of cheese or cheese 
products means that such ingredients 
shall be functionally suitable substances 
that are not food additives as defined in 
section 201(8) of the Federal Food, Drug, 
and Cosmetic Act: or if they arc food 
additives as so defined, they shall be 
used in conformity with regulations es¬ 
tablished pursuant to section 409 of the 
act. 

§ 133.10 Nuticr l«» iiuiiiufniiarro, park- 
rr», and «Ii«tribulor* of |i«»tfurixrti 
lilrndrti cheese, poUcuriftHi pro«*r%* 
rlirrw, dime food* cheese spread, 
and related food*. 

ta> Definitions and standards of iden¬ 
tity have recently* been promulgated 
under the authority of the Federal Food. 
Drug, and Cosmetic Act for a number of 
foods made in part from cheese, includ¬ 
ing pasteurized process cheese: pasteur¬ 
ized process cheese with fruits, vegeta¬ 
bles, or meats; pasteurized blended 
cheese; pasteurized process cheese food: 
pasteurized process cheese spread, and 
related foods. These standards pre¬ 
scribe the name for each such food. The 
act requires that this name appear on 
the label. Many of these names consist 
of several words In the past It has been 


the practice of some manufacturers to 
subordinate the words “pasteurized.** 
“blended/* “process/* “food,** and 
“spread** to give undue prominence to 
the word “cheese" and to words naming 
the variety of cheese Involved. 

<b> When placing the names of these 
foods on labels so as to comply with the 
requirements of section 403 ia>, (f). and 
(g> of the act. all the word* forming the 
name specified by a definition and stand¬ 
ard of identity should be given equal 
prominence. This can readily be ac¬ 
complished by printing the specified 
name of the food in letters of the same 
size, color, and style of type, and with 
the same background. 

<c> Where the names of optional in¬ 
gredients are required to appear on the 
label, the designations of all such in¬ 
gredients should be given equal prom¬ 
inence. The names of the optional 
ingredients should appear prominently 
and conspicuously but should not be dis¬ 
played with greater prominence than 
the name of the food. The word “con¬ 
tains** may precede the names of the 
optional Ingredients, and when so used 
will not be considered as Intervening 
printed matter between name of food 
and name of optional ingredients re¬ 
quired to be placed on the label. 

<d> Where a manufacturer elects to 
include a label statement of fat and 
moisture content, the declaration should 
be on the basis of the food as marketed 
A fat declaration on a moisture-free . 
basis is likely to be misleading, and 
should not be used In labeling. 

Subpart B—Requirements for Specific 
Standardized Cheese and Related Products 

§ 133.102 V»iag<> frr»h ami nuiago *ofl 

rlimr. 

(a) Asiago fresh cheese, asiago soft 
cheese, is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph ib> of this section, or by 
another procedure w r hlch produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used 
It contains not more than 45 percent of 
moisture, and Its solids contain not less 
than 50 percent of milk fat. as deter¬ 
mined by the methods prescribed in 
I 133 113«c>. It is cured for not less than 
60 days. 

<b> Milk which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid producing bacteria, 
present in such milk or added thereto 
Harmless artificial blue or green color¬ 
ing In a quantity which neutralizes any 
natural yellow coloring in the curd may 
be added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calci¬ 
um chloride) of the weight of the milk, is 
added to set the milk to a semisolid mass. 
The mass Is cut, stirred, and heated to 
promote and regulate separation of the 
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whey from the curd. The whey Is 
drained off. When the curd Is sufficient¬ 
ly Arm it is removed from the kettle or 
vat. further drained for a short time, 
packed Into hoops, and pressed. The 
pressed curd Is salted In brine and cured 
in a well-ventilated room. During cur¬ 
ing the surface of the cheese is occasion¬ 
ally rubbed with a vegetable oil. A 
harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor 
of asiago fresh cheese may be added 
during the procedure in such quantity 
that the weight of the solkis of such 
preparation is not more than 0.1 percent 
of the weight of the milk used. 

(c)(1) For the purposes of this sec¬ 
tion, the word “milk" means cow's milk, 
which may be adjusted by separating 
part of the fat therefrom or by adding 
thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water In a quan¬ 
tity sufficient to reconstitute any con¬ 
centrated skim milk or nonfat dry mil* 
used. 

(2) Such milk may be bleached by the 
use of benzoyl peroxide or a mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbon¬ 
ate; but the weight of the benzoyl per¬ 
oxide Is not more than 0.002 percent of 
the weight of the milk bleached, and the 
weight of the potassium alum, calcium 
sulfate, and magnesium carbonate, 
singly or combined. Is not more than six 
times the weight of the benzoyl peroxide 
used. If milk is bleached in this manner, 
sufficient vitamin A U added to the curd 
to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring Is not 
used. 

id) Asiago fresh cheese In the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-Inhibiting 
ingredient consisting of sorbic acid, po¬ 
tassium sorbate, sodium sorbate. or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e)(1) (D If osiago fresh cheese In 
sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
In paragraph <d> of this section, the la¬ 
bel shall bear the statement “__ 

added to retard mold growth" or u _ 

-- added as a preservative". the blank 
being filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used. 

<ll> If the milk Is bleached, the label 
shall bear the statement ‘Milk bleached 
With benzoyl peroxide". 

<2) Wherever the name of the food 
appear* on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement speci¬ 
fied in this section, showing the optional 
Ingredient used, shall Immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter. 

S 133.103 A«i nffu medium rl»e<rM*. 

Asiago medium cheese conforms to the 
definition and standard of Identity and 


Is subject to the requirements for label 
statement of optional ingredients pre¬ 
scribed by f 133.102 for asiago fresh 
cheese, except that it contains not more 
than 35 percent moisture, its solids con¬ 
tain not less than 45 percent of milk fat. 
and it Is cured for not less than 6 
months. 

§ 133.101 uld rlirfuf. 

Asiago old cheese conforms to the 
definition and standard of identity and 
is subject to the requirements for label 
statement of optional Ingredients pre¬ 
scribed by 4 133,102 for asiago fresh 
cheese, except that ft contains not more 
than 32 percent moisture, its solids con¬ 
tain not less than 42 percent of milk fat, 
and it is cured for not less than 1 year. 

£133.106 Blur rhrcAc. 

(a) Blue cheese Is the food prepared 
from milk and other Ingredients speci¬ 
fied in tills section, by the procedure set 
forth In paragraph (b) of this section, or 
by another procedure which produces a 
finished cheese haring the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It is characterized by the presence of 
bluish-green mold throughout the 
cheese. It contains not more than 46 
percent moisture, and its solids contain 
not less than 50 percent of milk fat. as 
determined by the methods prescribed 
in 1133.113(c). It is not less than 60 
days old. 

<b) Milk, which may be pasteurized 
or clarified or both, which may be 
wanned, and which may be homogenized, 
is subjected to the action of harmless 
lactic-acid producing bacteria, present in 
such milk or added thereto. Harmless 
artificial green or blue coloring in a 
quantity which neutralizes any natural 
yellow coloring in the curd may be added. 
Sufficient rennet, or other safe and suit¬ 
able milk-dotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0 02 percent 
(calculated as anhydrous calcium chlo¬ 
ride) of the weight of the milk, is added 
to set the milk to a semisolld mass. The 
mass is cut into smaller portion* and al¬ 
lowed to stand for a time. The mixed curd 
and whey is placed In forms permitting 
further drainage. While being placed In 
forms, spores of the mold PtnicillUtm 
roqudortii are added. The forms are 
turned several times during drainage. 
When sufficiently drained, the shaped 
curd is removed from the forms and 
salted with dry salt or brine. Perfora¬ 
tions are then made in the shaped curd, 
and it is held at a temperature of ap¬ 
proximately 50* F. at 90 to 95 percent 
relative humidity, until the characteris¬ 
tic mold growth has developed. During 
storage the surface of the cheese may be 
scraped to remove surface growth of un¬ 
desirable microorganisms. The rind of 
the cheese may be coated with a vege¬ 
table food fat or oil (wWch may be hy¬ 
drogenated). or any combination of two 
or more such articles. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the cur¬ 


ing or development of flavor of blue 
cheese may be added during the proce¬ 
dure. in such quantity that the weight of 
the solids of such preparation is not more 
than 0.1 percent of the weight of the 
milk used 

<d For the purposes of this section: 

(1) The word “milk" means cow's milk. 

(2) Such milk may be bleached by the 
use of benzoyl peroxide or a mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbon¬ 
ate; but the weight of the benzoyl 
peroxide is not more than 0.002 percent 
of the weight of the milk being bleached, 
and the weight of the potassium alum, 
calcium sulfate, and magnestum car¬ 
bonate, singly or combined, is not more 
than six times the weight of the benzoyl 
peroxide used. If milk is bleached in this 
manner, vitamin A is added to the curd 
in such quantity as to compensate for 
the vitamin A or its precursors destroyed 
in the bleaching process, and artificial 
coloring is not used. 

(3) Such milk may be adjusted by 
separating part of the fat therefrom or 
by adding one or more of the following: 
Cream, cream which has been treated 
in the manner provided in paragraph 
(c> (2) of this section, concentrated skim 
milk, nonfat dry milk, water sufficient 
to reconstitute any concentrated skim 
milk or nonfat dry milk used. 

(d) The food may have applied to its 
surface an optional mold-inhibiting in¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate. sodium sorbate. or any 
combination of two or more of these in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e) Jl> If the milk used is bleached, 
the label shall bear the statement “milk 
bleached with benzoyl peroxide". 

(2) If the food contains an optional 
mold-inhibiting ingredient as specified 
In paragraph (d> of this section, the 

label shall bear the statement “_ 

-- added to retard surface mold 

growth" or *•- added as a 

preservative*, the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used. 

(I) Whenever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the words and 
statements prescribed in this paragraph 
showing the optional ingredients used 
shall immediately and conspicuously pre¬ 
cede or follow such name without in¬ 
tervening written, printed, or graphic 
matter. 

§133.106 Brick chce»e. 

(a) Brick cheese is the food prepared 
from milk and other ingredients specified 
in this section, by the procedure set forth 
In paragraph (b> of this section, or by 
another procedure which produces a 
finished cheese having the same physi¬ 
cal and chemical properties as the 
cheese produced when the procedure aet 
forth in paragraph (b> of this section Is 
used. It contains not more than 44 per¬ 
cent of moisture, and its solids contain 
not less than 50 percent of milk fat. as 
determined by the methods prescribed 
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In 9 133.113(c). If the milk used is not 
pasteurized, the cheese so made is cured 
at a temperature of not less than 35 4 F 
for not less than 60 days. 

<b) Milk, which may be pasteurized or 
clarified or both, is brought to a temper¬ 
ature of about 88’ F and subjected to the 
action of harmless lactic-acid-producing 
bacteria, present In such milk or added 
thereto Harmless artificial coloring 
may be added. Sufficient rennet, or other 
safe and suitable milk-clotting enzyme 
that produces equivalent curd formation, 
or both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal¬ 
cium chloride) of the weight of the milk, 
is added to set the milk to a semisolid 
mass. The mass Is cut Into cubes with 
sides approximately %-inch long, and 
stirred and heated so that the tempera¬ 
ture rises slowly to about 96* F. The stir¬ 
ring Is continued until the curd Is suffi¬ 
ciently Arm. Part of the whey Is then 
removed, and the mixture diluted with 
water or salt brine to control the acidity 
The curd Is transferred to forms, and 
drained. During drainage it is pressed 
and turned. After drainage the curd is 
salted, and the biological curing agents 
characteristic of brick cheese are applied 
to the surface. The cheese Is then cured 
to develop the characteristics of brick 
cheese. A harmless preparation of 
enzymes of animal or plant origin ca¬ 
pable of aiding in the curing or develop¬ 
ment of flavor of brick cheese may be 
added during the procedure. In such 
quantity that the weight of the solids 
of such preparation Is not more than 0.1 
percent of the weight of the milk used. 

<c* For the purposes of this section: 

(1) The word “milk” means cow’s 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by add¬ 
ing thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan¬ 
tity sufficient to reconstitute any concen¬ 
trated skim milk or nonfat dry milk used. 

(2) Milk shall be deemed to have been 
pasteurized if It has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto In phosphatase destruction. 
Brick cheese shall be deemed not to have 
been made from pasteurized milk if 0.23 
gm. shows a phenol equivalent of more 
than 5 micrograms when tested by the 
method prescribed In 9 133.113(f). 

<d> Brick cheese in the form of slices 
or cuts In consumer-sized packages may 
contain an optional mold-Inhibiting in¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate, sodium sorbate. or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e)(1) If brick cheese In sliced or cut 
form contains an optional mold-inhibit¬ 
ing ingredient as specified In paragraph 
(d) of this section, the label shall bear 

the statement "_added to retard 

mold growth** or --— added as a 

preservative'** the blank being filled in 
with the common name or names of the 
mold-lnhtblttn* ingredient or ingredient* 
used. 
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(2» Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statement speci¬ 
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without Intervening written, 
printed, or graphic matter. 

8 133.10*) Itr irk rlict**c far manufac¬ 

turing. 

Brick cheese for manufacturing con¬ 
forms to the definition and standard of 
Identity for brick cheese prescribed by 

9 133.108. except that the milk Is not pas¬ 
teurized. curing is not required, and the 
provisions of paragraph <d> of that sec¬ 
tion do not apply. 

8 133.111 CarioriYatlo drilintio dwcflc* 

(A) CaciocavAllo siclliano cheese Is 
the food prepared from cow’s milk or 
sheep’s milk or goat's milk or mixtures 
of two or all of these and other ingredi¬ 
ents specified In tills section, by the 
procedure set forth in paragraph (b) of 
this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical prop¬ 
erties as the cheese produced when the 
procedure set forth In paragraph (b> 
of this section Is used. It has a stringy 
texture, and Is made In oblong shapes. 
It contains not more than 40 percent of 
moisture, and Its solids contain not leas 
than 42 percent milk fat. as determined 
by the methods prescribed In 9 133.113 
(c>. It Is cured for not less than 90 days 
at a temperature of not less than 3£ # F. 

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactlc-acld-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial blue or green coloring 
in a quantity which neutralizes any 
natural yellow coloring In the curd may 
be added. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro¬ 
duces equivalent curd formation, singly 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) Is added to set the 
milk to a semisolid mass. The mass Is 
cut. stirred, and heated so as to pro¬ 
mote and regulate the separation of 
whey from curd. The whey is drained 
off. and the curd is removed to another 
vat containing hot whey, in which it is 
.soaked for several hours. This whey 
Is withdrawn, the curd Is allowed to 
mat. and is cut Into blocks. These are 
washed In hot whey until the desired 
elasticity Is obtained. The curd Is 
removed from the vat. drained, pressed 
into oblong forms, dried, and salted In 
brine, and cured. It may be paraffined. 
A harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor of 
caclocavallo stciliano cheese may be 
added during the procedure. In such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used. 
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(0(1) For the purposes of this sec¬ 
tion. the word "milk” means cow's milk 
or goat's milk or sheep's milk or mix¬ 
tures of two or all of these. Such milk 
may be adjusted by separating part ol 
the fat therefrom or (In the case of 
cows milk) by adding one or more of 
the following: Cream, skim milk, con¬ 
centrated skim milk, nonfat dry milk 
(in tiie case of goat's milk) the cor¬ 
responding products from goat's milk. 
(In the case of sheep’s milk) the cor¬ 
responding products from sheep’s milk 
water In a quantity sufficient to recon¬ 
stitute any such concentrated or dried 
products used. 

(2) Such milk may be bleached by 
the use of benzoyl peroxide or a mixture 
of benzoyl peroxide with potassium 
alum, calcium sulfate, and magnesium 
carbonate: but the weight of the benzoyl 
peroxide Is not more than 0.002 percent 
of the weight of the milk bleached, and 
the weight of the potassium alum, cal¬ 
cium sulfate, and magnesium carbonate 
singly or combined, is not more than six 
times the weight of the benzoyl peroxide 
used. If milk is bleached In this manner, 
sufficient vitamin A Is added to the curd 
to compensate for the vitamin A or Its 
precursors destroyed In the bleaching 
process, and artificial coloring is not 
used. 

<d) Caclocavallo Sicilian© cheese In the 
form of slices or cuts In consumer-sized 
packages may contain an optional mold- 
inhibiting Ingredient consisting of sorbtr 
acid, potassium sorbate. sodium sorbate 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbk 
acid. 

(e)(1) When caclocavallo slcUlano 
cheese is made solely from cow’s milk, 
the name of such cheese Is "caclocavallo 
siclliano cheese". When made from 
sheep's milk or goat's milk or mixtures 
of these, or one or both of these with 
cow’s milk, the name is followed by the 

words "made from -”, the blank 

being filled In with the name or names 
of the milks used. In order of predomi¬ 
nance by weight. 

(2)(i) If caclocavallo siclliano cheese 
in sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
In paragraph (d) of this section, the label 

shall bear the statement ".. added 

to retard mold growth" or "- 

added as a preservative", the blank being 
filled in with the common name or names 
of the mold-inhibiting Ingredient or in¬ 
gredients used. 

(11) If the milk used is bleached, the 
label shall bear the statement. "Milk 
bleached with benzoyl peroxide". 

(3> Wherever, the name of the food 
appears on the label so conspicuously a* 
to be easily seem under customary con¬ 
ditions of purchase, the words and state¬ 
ments prescribed by this section, showring 
the optional Ingredient used, shall im¬ 
mediately and conspicuously precede or 
follow such name, without intervening 
wrritten, printed, or graphic matter. 

8 133.113 Oicddurt -hersc. 

(a) Cheddar cheese, cheese, la the 
food prepared from milk and other 
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ingredients specified in this section, by 
the procedure set forth In paragraph (b) 
of this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical proper¬ 
ties os the chccs^produced when the pro¬ 
cedure set forth in paragraph <b> of this 
section is used. It contains not more 
than 39 percent of moisture, and Its sol¬ 
ids contain not less than 50 percent of 
milk fat, as determined by the methods 
prescribed in paragraph <c> of this sec¬ 
tion. If the milk used is not pasteurized, 
the cheese so made is cured at a tem¬ 
perature of not less than 35* P for not 
less than 60 days. 

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
wanned, is subjected to the action of 
harmless lactic-acid-produclng bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calcium 
chloride) of the weight of the milk. Is 
added to set the milk to a semisolid mass. 
The mass is so cut. stirred, and heated 
with continued stirring, as to promote 
and regulate the separation of whey and 
curd. The whey Is drained off, and the 
curd is matted Into a cohesive mass. The 
ma£5 is cut into slabs, which are so piled 
and handled as to promote the drainage 
of whey and the development of acidity. 
The slabs are then cut into pieces, which 
may be rinsed by sprinkling or pouring 
water over them, with free and continu¬ 
ous drainage; but the duration of such 
rinsing is so limited that only the whey 
on the surface of such pieces is removed. 
The curd is salted, stirred, further 
drained, and pressed into forms. A 
harmless preparation of enzymes of ani¬ 
mal or plant origin capable of aiding in 
the curing or development of flavor of 
cheddar cheese may be added during the 
procedure, in such quantity that the 
weight of the solids of such preparation 
Is not more than 0.1 percent of the 
weight of the milk used. 

<c> Determine moisture by the method 
prescribed on page 262 (15 124) CEd. 
note. 10th edition, 1965, p. 247. sec. 
15.1571, under “Moisture—Official, ,, and 
milk fat by the method prescribed on 
page 263 <15.131) I Ed. note. 10th edition. 
1965. p. 248. sec. 15.1641, under “Ffct— 
Official. ’ of “Official Methods of Anal¬ 
ysis of the Association of Official Agri¬ 
cultural Chemists,” Seventh Edition. 
1950. Subtract the percent of moisture 
found from 100; divide the remainder 
into the percent milk fat found. The 
quotient, multiplied by 100, shall be 
considered to be the percent of milk fat 
contained in the solids. 

<d> Cheddar cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, 
potassium sorbate, sodium sorbate. or 
any combination of two or more of these, 
m an amount not to exceed 0.3 percent 
oy weight, calculated as sorbic acid. 

<e) For the purposes of this section: 

<l> The word “milk” mean s cow’s 


milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by add¬ 
ing thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan¬ 
tity sufficient to reconstitute any con¬ 
centrated skim milk or nonfat dry milk 
used. 

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto in phosphatase destruction. 
Cheddar cheese shall be deemed not to 
have been made from pasteurized milk 
if 0.25 gm. shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed In paragraph <f> 
of this section. 

(3) During the cheese-making process 
the milk may be treated with hydrogen 
peroxide solution followed by addition of 
a suitable catalase preparation to elimi¬ 
nate the hydrogen peroxide. The hy¬ 
drogen peroxide solution shall comply 
with the specifications of the United 
States Pharmacopeia, except that it may 
exceed the concentration specified there¬ 
in and it does not contain added preserv¬ 
ative. The amount of the hydrogen per¬ 
oxide solution used shall be such that 
the weight of the hydrogen peroxide 
added thereby does not exceed 0.05 per¬ 
cent of the weight of the milk treated. 
The catalase preparation used shall be 
stable, and in potency, for eliminating 
added hydrogen peroxide from milk, it 
shall not be less than equivalent to liver- 
catalase preparation testing 100 Keil 
units per gram. It shall be either a 
preparation that is not a food additive 
within the meaning of section 201 <s> of 
the Federal Food. Drug, and Cosmetic 
Act. or a preparation that it is a food ad¬ 
ditive but which is used in conformity 
with regulations promulgated pursuant 
to the authority of section 409 of the act. 
The amount of catalase preparation used 
shall be such that the weight of the cata¬ 
lase added thereby does not exceed 20 
parts per million of the weight of the 
milk treated. 

(f) The method referred to in para¬ 
graph (e)(2) of this section is as fol¬ 
lows: 

I. Reagent* —l. Buffer a— a. Barium borate - 
hydroxide buffer. Dissolve 25.0 gm. of c. p. 
barium hydroxide (BaiOHi • 8110. fresh, 
not deteriorated) In distilled water and di¬ 
lute to 500 ml. Dissolve, in another flask or 
cylinder. 11.0 gm. of c. p . boric acid <H t BO.) 
and dilute to 500 ml. Warm each to 50* c 
(122- F), mix the two together, stir. cool to 
approximately 20* C (08* F). niter and stop¬ 
per the nitrate tightly (pH approximately 
10.6). The buffer prepared thus is desig¬ 
nated an the 25-11 buffer, the figures indi¬ 
cating the grams per liter of each of the 
respective reagents. 

b. Color-development buffer . Dissolve 6.0 
gm. of sodium inelaborate (NaBO.) and 20 
gm of sodium chloride In water and dilute to 
a liter with water (pH 9.8). 

c. Color-dilution buffer . Dilute 100 ml. of 

color-development buffer 1-b to a liter with 
water. • 

d. Standard borax buffer. 0.01-molar, for 
checking pH meter , pH 9.18 at 25* C.» Dis- 

1 All pH values reported herein were de¬ 
termined at 25* C or corrected to that 
temperature. 


solve 0.9544 gm. of pure borax (Bureau of 
Standards Sample 187) in distilled water 
(distilled recently or freshly boiled and 
cooled) and dilute to 250 ml Keep stop¬ 
pered tightly. 

2. Buffer substrates. Specify phenol-free 
crystalline dlaodium phenyl phosphate. 

a. For evaluating pasteurization. Dissolve 
0.10 gm. of fhe phenyl phosphate In 100 ml 
of the appropriate (table 1) barium borate- 
hydroxide buffer i-a. 

b. For quantitatii'e results tetth rate-milk 
cheese. Dissolve 0.20 gm of the phenyl phos¬ 
phate In 100 ml. of the appropriate (table 1) 
barium borate-hydroxlde buffer 1 *a. 

3. Protein precipitants —a. Zinc-copper 
precipitant for unripened cheese. Dissolve 
0.0 gm, of sine sulfate (ZnSO. • 7HO) and 
0.1 gm. of copper sulfate iCuSO, • 5H.O) in 
water and dilute to 100 ml. with water. The 
precipitant prepared thus is designated as 
the 6.0-0.1 precipitant. 

b. Zinc precipitant for ripened cheese 
Dissolve 0.0 gm. of zinc sulfate In water and 
dilute to 100 ml. with water. This pre¬ 
cipitant Is designated os the 6.0 precipitant. 

4. BQC (2,6-dibromoquinone-chloroimine 
solution ) (Gibbs' reagent) : Dissolve 40 mg, 
of BQC powder In 10 ml. of absolute methyl 
alcohol and transfer to a dark-colored drop¬ 
per bottle. This reogont remains stable for 
at least a month If kept in the Ice tray of a 
refrigerator. Do not use It after it begins to 
turn brown. 

0. Other reagents —a Copper sul/ate. 0 OS 
percent , for standards. Dissolve 0 05 gm of 
copper sulfate In water and dilute to 100 ml. 

b. Butyl alcohol. 8peclfy n-butyl alcohol. 
boUlng point I16«-118» C. To adjust the pH. 
mix 50 ml. of the color-development buffer 
l b with a liter of the butyl alcohol 
fl. Phenol standards—a. Stock solution. 
Weigh accurately 1.0 gm of pure phenol, 
transfer to a liter volumetric flask, dilute 
to a liter with water, and mix. One ml. con¬ 
tains 1 mg. <0.001 gm.) of phenol Use this 
stock solution to prepare standard *o Unions 
It Is stable for several month* in the re¬ 
frigerator. 

b. Preparation of standards. Dilute 10.0 
ml. of tha stock solution 6-a to a liter with 
water, and mix. One ml. contains 10 micro- 
grams (0.00001 gm , io gammas, or 10 units) 
of phenol. Use this standard solution to 
prepare more dilute standard solutions; e g.. 
dilute 5, 10. 30, and 50 ml. to 100 mi. with 
water to prepare standard solutions contain¬ 
ing 0.5. 1.0, 3.0. and 5.0 gammas or units of 
phenol per milliliter, respectively. Keep 
standard solutions In the refrigerator. 

In a similar manner, prepare from the 
stock solution such more concentrated 
standard solutions as may be needed, con¬ 
taining. for example. 20. 30, and 40 units 
per milliliter 

Measure appropriate quantities of the 
phenol standard solution Into a series of 
tubea (preferably graduated at 5.0 and 10.0 
ml.) to provide a suitable range of stand¬ 
ards as needed, containing 0 (control blank). 
0.5, 1.0, 3.0. 5,0. 10.0. etc., to 30 or 40 units. 
To Increase the brightness of the blue color 
and improve the stability of the standards 
add 1.0 ml. of 0 05 percent copper sulfate 
solution 5 a to each. 

Add 5.0 ml. of color dilution buffer l-c and 
add water to bring the volume to 10.0 ml 
Add 4 drops (0.08 ml.) of BQC 4. mix, and 
allow to develop for 30 minutes at room 
temperature. If the butyl alcohol ex¬ 
traction method Is to be used in the test, 
extract the standard* as described under III 
Conducting the Tent. 

Head the color intensities with a photom¬ 
eter. subtract the value of the blank from 
the value of each phenol standard, and pre¬ 
pare a standard cunre (straight line). When 
the standards are to be used for visual com¬ 
parisons they should be stored In a refrig¬ 
erator. 
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Tahijc l.-fAoipholoiif test mr>d*/lcnfirms for different kind* of cheese mnd cheese of 

different apes 


Kind * *t 


JLec or»itmt of meiog. ottnf details 


Haffrr Cor 
Mitaal 

pfl BI - 

»oa» 


J*red|«luat 


Cbrddor. graoolAf. Sitmd curd, hard t 


WmIwm] cant, tasked cord. OOlhy.. 
Swim, groverr. .- 

Rrfck. mownier..^- - - 

E<Um. gati'ls . 

Mu* mold. tone. ... 

('axurrobfirt. 

Moulrrrjr ....--- 

Iflgb-muistur* )acfc. 

Proroltmr. pasta ftl aia .... 


Parmesan. reggiano, uisat*, madona rwnano. 
amaco old. 


Aelar® b»*h- 

Aumcu medium-- 

OnnrnmoU . ^-—- 

Collar*. rook rlwoe*. kneN I 

Cream d»«ve-.~,--»*•**■ 

vbcciw -- 

Soft rijNMinl <4i**a*. 

NokkrUwl. kumlno*. •*«» «***• 


ruiNirir^ itrncNI joiinbIinI plnvuio, 

putnrtxd process willi buux, roeata, «l& 

Pantmnred process eHn« faod*; f*M*ttri«d 
|itucni ch^ciHi loodi tllh fmiiA. oiflito, flc« 

pMUCrtaed proof* th«•* tptmds; pan mured 
(irorrst flww »l»**od* ikll WlSiU, UM*U, rtv 


1 wwk 


I 2S-I1 

• 956§ 

1 _... ... 


8941 

• 80 

i)(4 mo ! __ 


39-11 

80 

4 iuo 


2T-11 

81 

1 week 


35-11 

8 5419 

1 week-7 mo .. 


25*11 

80 

2 mo.. ITT . ., 


29-11 

60 

1 week 


»-il 

9 881 

1 wrrk-t mo. 


25-11 

81 

1-3 evo 


29-11 

60 

3 nu>. .. ...... 


XT-41 

61 

1 week .. 


25 11 

65410 



2541 

61 

1-2 mo___ _ 


M 

2941 

6 •• 

60 

1 vreek 


25-11 

6 0-411 

1 wevk-Umo -- 

>4 TOO.. 


35-11 

H 

6 50 1 
60 

4 mo 



60 

1 work.___ 



656 1 

j w«*k-l mo 


29-11 

60 

1 4)4 nvo 


37-11 

60 

A)4 jnA , ,, _ 


3511 

60 

1 week.. . 


25-11 

6 06 1 

1 week 1 mo ....._ 


m> 11 

60 

1-2mo.. ... --- 


2941 

60 

7 me. ___ _ 


37-11 

60 



35-11 

6 56 1 

I week-2 mo _.. ....... 


2511 

60 

2 o*o 


29-11 

60 

1 week . .... , ,, 


2511 

6 561 

1 week~2f4 Pf* ■ 


3511 

61 

3)4 roo _,_.. ,, _ 


JS It 

61 

1 ve-k .- _ 


35-11 

6580 

I week -1 n>0- ..... ..... 


m u 

6 0 

1-3 mo. . ..... 


39 It 

60 

x mo 


27-11 

60 

1 week.. .... 


25-11 

658.0 

1 vtfck-. IIjq. ..... ... 


29 11 

60 

>6 mo _. . „,.. _ 


27-11 

6 0 



*41 

60 

i Sr.-. y ,-y.: 


3511 

60 

DsumTss eheddar - 

l week.. ______ 





*35ir 

8561 

1 week-1 tno .. 


3511 

80 

)-x mo 


3911 

80 

3 roo. . 

miyug m t»tue 


37-11 

80 

Dry __ 



iKi 

Uubt . 


♦ 2511 <94 71 
2511^7+2) 

6581 
804* l 

1 work ___ 

1 werk-l mo .... 


856 1 



60 

1 me 


2541 

60 

1 writ.* _.. __ 


S5II 

65411 

l week 1 mo. ____ 


at ii 

60 

1 mo _. 


ii 

60 

I war*.. ____ 


as n 

6581 

1 ewk -l)| im> _ l . _i .i 


2541 

60 

1)4-4 mo 


3511 

60 

4 wtf> . 


27-U 

60 

4*1 finLft 


as-ii 

60 

Mediant, firm-- ---* 

Firm, sirnrp Uodudfox fwiae. grayer**. 

2511 

27-11 

60 

60 


Cold park, club; ruM-park eto«*<e* load*. mU<pick 
cheese fcnxh with (niiuw owwu. *Ul 


Sara* at wmtearUed t*uc«w.-- 

Mi, luth moisture, lnchadl«c rroam 
cprmnn. 

Low toft, tortodloc l«lw. 

Mitd to medium flavored, soft 
Sharp. ftaa...—- 


*511 

.511 

1941 

27*11 


• Giants and fliBOi prr IUm, rf*pw*UV*l>. 

XriHO.JNsOaad QuiiU*^ll*0 |*r H»UtL, aaqnvUvMjr. 


• UrtM ZtVn/M(*P' m*mu < 

« UnuuB ZnSCVTHjO pec ICQxnL 

• » parti uf 2941 teiffrr plus l psm o walK 

XL Sampling— 1. Hard cheese. Take a 
sample from the interior with a r/eon 
Roquefort trier, place In a small tube, atop- 
per the tube, and keep it in a refrigerator. 

3 io/( and semUoft ripened cheese. 
Harden the chmc by chUllng U In the free¬ 
ing chamber of a refrigerator. Taking ape- 
clal precauUon to avoid contaminating the 
wample with phoapUata»e that may be pres¬ 
ent on the surface, use either of the following 
methods for sampling: 

a. Cut a portion from the end of the loaf 
or from the side of the cheese, extending in 
at least 2 inches if possible, or to a point 
somewhat beyond the center In the cam of 
a »mall cbeem. Cut a silt & to K Inch deep 
at least halfway around the portion and 
midway between the top and bottom Break 
the portion Into two parte, pulling it apart 


at) 

an 

ao 

ao 


so that It breaks on a Une with the slit, being 
careful not to eon laminate the freshly ex¬ 
posed, broken surface. Remove the sample 
from the freshly exposed surface at or near 
the center of the cheese. 

b. Remove the surface of the area to be 
Humpled—eg., the end and the adjacent sides 
—with a clean knife or spatula, to a depth 
of 14 Inch. Clean the Instrument and hands 
with hot water and phenol-free soap and 
wipe them dry. Remove the freshly exposed 
surface to a similar or greater depth and 
repeat th$ cleaning. Then take the sample 
from the center of the freshly exposed area, 
preferably at or near the center of the cheese 
tn the cose of a small cheeae. 

3 Process cheese, spreads, etc . Take the 
sample from beneath the surface with a 
clean knife or spatula. 


Avoid the use of samples contaminated 
with mold. 

4. Preservation „ If a preservative la neces¬ 
sary. put 1 to 3 ml. of chloroform m the 
container, cover with a plug of cotton. Insert 
sample and stopper container tightly. Label 
preser v ed samples •'Poison — Preservative 
added “ 

XIX. Conducting the test. I. Weigh, on a 
clean balance pan or watch glass, a 080 *gm 
sample (preferably two samples In duplicate) 
and place in a culture tithe 16 or 18x150 
mm. Similarly, weigh another sample and 
place in a tube as a control or blank. If the 
cheese Is sticky, weigh the sample on s piece 
of wax paper about lxl Inch and Insert Uie 
paper with the sample Into the tube. Macer¬ 
ate the blank and the test with a glass rod 
about 8 x 180 mm. 

2. Add to the blank i.O ml of the appro 
prlate (Table 1) barium buffer l-a (without 
substrate added), macerate with the rod. 
leave the rod In the tube, heat for about a 
minute to at least 86’ C (185 n F) in a beaker 
of boiling water with the beaker covered m> 
that the entire tube becomes heated to ap¬ 
proximately 85* C. cool to room temperature 
and macerate again with the rod. 

3 Add to the teat 1.0 ml of the appro¬ 
priate (Table 1) barium buffer substrate 2-a 
or 2-b. and macerate. 

Prom this point, treat the blank and the 
test in a similar manner. 

Add 98 ml. of the appropriate barium 
buffer substrate 2-a or 2-b (total. 10 0 ml. 
added), and mix. The rod may be left m 
the tube during incubation: or. if removim: 
it at this point, cut a piece of filter paper 
approximately 1 x I inch, wrap and hold it 
tightly around the rod, rotate th# rod Whtl* 
withdrawing It from within the tube so a» 
to wipe the rod clean, insert the paper with 
the adhering fat into the tube, and stopper 
tbe tube. 

4. Incubate in a water bath at 37*-38* C 
(99*-100• F) for t hour, mixing or shaking 
the contents occasionally. 

5. Place in a beaker of boiling water for 
nearly a minute, heating to 65* C (185* F>. 
and cool to room temperature. 

0. Plpei in 1.0 ml. of the rlnc precipitant 
3-b for ripened cheese or the zinc-copprr 
precipltant 3-a for unripened cheese, and 
mix thoroughly (pH of mixture. 98-9.1). 

7 Filter (5-cm, funnel, 9-cm. Whatman 
No 42 or No. 2 paper reootn mended). and 
.collect 58 ml. of filtrate in a tube, prefera¬ 
bly graduated at 58 and 10 0 nd. 

8. Add 58 ml. or color-development buffer 
1-b (pH of mixture. 9 3 0.4). 

0. Add four drops s of BQC 4. mix. and allow 
the color to develop for 30 minutes at room 
temperature. 

10 Determine the amount of blue color 
by either of two methods • 

a. With a photometer. Read the color In¬ 
tensity of the blank and that of the test, sub¬ 
tract the reading of the blank from that of 
the test, and convert the result into phenol 
equivalents by reference to the standard 
curve described under * Phenol *tandard» ’ 
The butyl alcohol extraction method la of* 
dinartly unnecessary when using a photom* 
eter. 

b. visual standards. For quantita¬ 
tive results in borderline instances, e g-, testa 
yielding 0.5 to 5 unite of color, extract with 
butyl alcohol 5-b. Add 5 0 ml of the alcohol 
and Invert the tube alowly several Ume^ 
Centrifuge if necessary .to Increase the clear¬ 
ness of the aloohol layer. Compare the bluo 
color with the colors of standard* In the 
alcohol 


•For merely detecting underpasteurLxa* 
lion. In testing unripened cheeae. 

Is sufficient, provided the visual standard* 
are prepared likewise with two dropa. 
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With AAmplN yielding more than 5 units, 
compare the colon In aqueous tests with 
tho*e of aqueous standards. 

H. Dilution method for quantitative re - 
suit a. In tests that are observed during color 
development to be strongly positive, e g, 
20 units or more. In which four drops of 
BQC may be much less than sufficient to 
lombine with all of the phenol, plpet an 
Appropriate proportion of the contents Into 
another tube, make up to 10.0 ml. with oolor- 
dllutlon buffer 1-c. and add two drops more 
of BQC In the case of unrlpened cheese or 
four drops In the case of ripened cheese. 
With each test, dilute and treat the blank 
In the corresponding manner. Dilute each 
Hirongly positive te*i thus until the final 
color Is within the range of the standards 
or photometer. Allow 30 minutes for color 
development after the lost addition or BQC. 
and make the reading at the end of the 30- 
mtnute period. Multiply, for example, by 2 
for a 64 6 dilution. 10 for a 1 +6 dilution, and 
60 for a I t 9 followed by a 2 8 dilution. 

Alternatively, to reduce the amount of 
yellow off color, add two Instead of four 
drops of BQC after each dilution, and allow 
the color to develop. Then test the com¬ 
pleteness of color development by adding a 
third drop: repeat the dilution procedure 
until the addition of an extra drop does not 
cause any further Increase In the amount of 
blue color. 

13. Calculation and evaluation of result*. 
When using 0.6 gm. of sample and adding a 
total of 11.0 ml. of liquid, multiply tbe value 
of the reading by 1.1 to convert it to units 
of color or phenol equivalents per 0.25 gm. 
of cheese. The result may. If desired, he 
converted to phenol equivalents per 1 gm. 
by multiplying by 4.4. 

IV. Photometric determination. To read 
the color in aqueous solution, use a Alter 
with maximum light transmission in the 
region of 610 m M wave length. 

To read the color In butyl alcohol, extract 
the color os described above. If necessary, 
centrifuge the sample for 5 minutes to break 
the emulsion and to remove the moisture 
suspended in the alcohol layer. A Babcock 
centrifuge can be adapted for this purpose 
by making special tube holders as follows: 
Ghee a section % Inch thick from a rubber 
stopper of suitable diameter to At in the 
bottom of the centrifuge cup. Olue together 
two cork stoppers of appropriate diameter, 
bore through the center a hole of proper 
sim to hold the tube snugly, and insert the 
double-cork section Into the cup. After cen¬ 
trifuging, remove nearly all of the butyl 
alcohol by means of a plpet with a rubber 
bulb on the top end. Filter the alcohol into 
the photometer cell and read with a Alter 
with maximum light transmission In the 
region of 650 ms wave length. 

If more than approximately 4 ml. of butyl 
alcohol is required for the photometer used, 
conduct the test in a larger tube and extract 
the color, in both tbo test and the standards, 
with the necessary quantity of butyl alcohol 
rather than with 6 ml. specified above. 

V. Precautions. The length of time that 
the crystalline disodlum phenyl phosphate 
and the BQC powder will remain stable can 
be increased greatly by keeping them In tho 
freezing chamber of a refrigerator, and by 
keeping them dry. 

The glassware, stoppers, and sampling tool* 
should be scrupulously clean, and It la de¬ 
sirable to soak them In hot, running water 
after cleaning. 

The solid barium hydroxide and the bar¬ 
ium buffer must be kept stoppered tightly to 
prevent absorption of carbon dioxide. Phe¬ 
nolic contamination from pleat Ic closures 
on reagent bottle# hue been encountered. 
*nd therefore the use of plastic closures 
Should be avoided. Rubber stoppers should 


not be used In Aasks in which butyl alcohol 
Is stored. Olass or cork stop pern should be 
used. 

VL Modifications for different cheeses. 
Different kinds of cheese and cheeses of dif¬ 
ferent ages have different buffering capaci¬ 
ties. and therefore some of them require 
modification of concentrations of the re¬ 
agents. The modification* of the barium 
buffer needed to produce optimal pH con¬ 
ditions during Incubation <0.85-10.20), and 
or the precipitant to yield uniformly clear 
nitrates and to minimize interference dur¬ 
ing color development under optimal pH con¬ 
ditions {9.3-0.4). are specified In Table I. 

With some samples, especially those of un¬ 
known history, slight deviations from the 
optimal pH range may occur, but such devia¬ 
tions do not very materially Affect the re¬ 
sults. For example. pH values a* low 96 
or as high ns 10 35 during Incubation have 
been found to result In an average decrease 
of not more than 20 percent below the maxi¬ 
mum in the quantity of phenol liberated. 
The use of the 26-11 buffer substrate with 
samples for which the 37-11 buffer substrate 
la specified yields pH values not lower than 
DA. 

In texting cheexe of unknown history or 
age. information as to the percentage of sol¬ 
ids, especially the nonfat solids, is useful as 
an indication of the correct buffer to use: 
cheese with a relatively high percentage of 
nonfat solids generally requires the use of 
a relatively concentrated buffer to adjust 
the pH of the mixture correctly. 

For precise quantitative results on un¬ 
known samples, adjust the pH to 10.Q-10.95 
for the Incubation. 

Cottage cheese curd U boated in the pres¬ 
ence of considerable acid during manufac¬ 
ture, and therefore its phosphatase valuew 
are comparatively low Alter natively, to in¬ 
crease the sensitivity of the test on cottage 
cheese, apply the following modifications: 
Use a 1.0-gm. sample, 27-11 buffer substrate. 
2-hour Incubation, and 6.0-0.1 precipitant. 


(g)(1) If cheddar cheese in sliced or 
cut form contains an optional mold-in¬ 
hibiting ingredient as specified in para¬ 
graph (d) of this section, the label shall 

bear the statement ” _ added to 

retard mold growth” or M _ added 

as a preservative”, the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or ingre¬ 
dients used: e.g.. “Sorbic acid and potas¬ 
sium sorbate added to retard mold 
growth”. 


(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement speci¬ 
fied in this section, showing the optional 
ingredient used. shAll immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter. 


§ 133.111 (Ticdtlar t'ltcrxr for manuf jar- 
luring. 


Cheddar cheese for manufacturing 
conforms to the definition and standard 
of identity prescribed for cheddar cheese 
by § 133.113. except that the milk is not 
pasteurized, curing is not required, and 
the provisions of paragraph (d) of that 
section do not apply. 


§ 133.116 Ian Midiuin rhrrhlar rlimr. 

Low sodium cheddar cheese is the food 
prepared from the same ingredients and 
in the same manner prescribed in 
S 133.113 for cheddar cheese and complies 


with all the provisions of f 133.113. in¬ 
cluding the requirements for label state¬ 
ment of optional ingredients, except 
that: 

<a> Salt is not used. Any safe and suit¬ 
able ingredient or combination of ingre¬ 
dients that contains no sodium and that 
is recognized as a salt substitute may be 
used. 

(b i Sodium sorbate Is not used. 

<c) It contains not more than 96 milli¬ 
grams of sodium per pound of finished 
food. 

<d> The name of the food is “low 
sodium cheddar cheese”. The letters in 
the words “low sodium” shall be of the 
same size and style of type as the letters 
in the words “cheddar cheese”, wherever 
such w ords appear on the label. 

<e> If a salt substitute as provided for 
in paragraph (a) of this section is used, 
the label shall bear the statement 
”_added as a salt substi¬ 

tute”. the blank being filled in with the 
common name or names of the ingredi¬ 
ent or ingredients used as a salt 
substitute. 

(f) Low sodium cheddar cheese U sub¬ 
ject to I 105.69 of this chapter. 

I 133.11 a Colby t'hceoe. 

tai Colby cheese is the food prepared 
from milk and other ingredients specified 
in this section, by the procedure set forth 
In paragraph <b) of this section, or by 
another procedure which produces a fin¬ 
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph ib) of this section is used. 
It contains not more than 40 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter¬ 
mined by the methods prescribed in 
§ 133.113(0. If the milk used is not 
pasteurized, the cheese so made is cured 
at a temperature of not less than 35 1 F 
for not less than 60 days. 

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactlc-acld-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufflcent rennet, o; other 6ale 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calcium 
chloride) of the weight of the milk, is 
added to set the milk to a semisolid mass. 
The mass is so cut, stirred, and heated 
with continued stirring, as to promote 
and regulate the separation of whey and 
curd. A part of the whey is drained off. 
and tlie curd is cooled by adding water, 
the stirring being continued so as to pre¬ 
vent the pieces of curd from matting. 
The curd is drained, salted, stirred, 
further drained, and pressed Into forms. 
A harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor 
of colby cheese may be added during 
the procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the w eight 
of the milk used. 
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(c) For the purposes of this section: 

(1) The word “milk** means cow's 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by 
adding thereto one or more of the fol¬ 
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water, in a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used. 

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 143' F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiv¬ 
alent thereto in phosphatase destruction. 
Colby cheese shall be deemed not to have 
been made from pasteurized milk if 0.25 
gm. shows a phenol equivalent of more 
than 3 micrograms when tested by the 
method prescribed in 4 133.113(f). 

(3) During the cheese-making proc¬ 
ess the milk may be treated rs provided 
in 5 133.113 (e)(3). 

(d) (1) Colby cheese In the form of 
slices or cuts may have added to it a 
clear aqueous solution prepared by con¬ 
densing or precipitating wood smoke in 
water. 

(2) Colby cheese in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate. sodium sorbate. or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight calculated as sorbic acid. 

(e) (1) If colby cheese has added to it 
a clear aqueous solution prepared by con¬ 
densing or precipitating wood smoke in 
water os provided in paragraph (d)(1) 
of this section, the name of the food Is 
immediately followed by the words '’with 
added smoke flavoring" with all words In 
this phrase of the some type size, style, 
and color without Intervening written, 
printed, or graphic matter. 

(2) IX colby cheese In sliced or cut 
form contains an optional mold-Inhibit¬ 
ing Ingredient as specified in paragraph 
(d) (2) of this section, the label shall 

bear the statement *_added 

to retard mold growth" or "—. 

added as a preservative", the blank being 
filled in with the common name or names 
of the mold-inhibiting Ingredient or In¬ 
gredients used. 

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement speci¬ 
fied in paragraph (e) (2) of this section, 
showing the optional ingredient used, 
shall immediately and conspicuously pre¬ 
cede or follow such name, without inter¬ 
vening written, printed, or graphic mat¬ 
ter except for the statement "with added 
smoke flavoring." as set forth In para¬ 
graph (e)(1) of this section. 

§ 133.119 Colby rhcrM* for man of net wr¬ 
ing. 

Colby cheese for manufacturing con¬ 
forms to the definition and standard of 
identity prescribed for colby cheese by 
4 133.118, except that the milk is not pas¬ 
teurized, curing is not required, and the 
provisions of paragraph (d) of that sec¬ 
tion do not apply. 


RULES AND REGULATIONS 

§133.121 Ix>w »odium rolby 

Low sodium colby cheese is the food 
prepared from the same ingredients and 
in the same manner prescribed tn 4 133.- 
118 for colby cheese and complies with all 
the provisions of 4 133.118, including the 
requirements for label statement of op¬ 
tional ingredients, except that: 

(a) Salt is not used. Any safe and 
aultable Ingredient or combination of 
Ingredients that contains no sodium and 
that is recognized as a salt substitute 
may be used. 

(b) Sodium sorbate Is not used. 

(c) It contains not more than 96 milli¬ 
grams of sodium per pound of finished 
food. 

(d) The name of the food is "low sodi¬ 
um colby cheese". The letters in the 
words "low sodium" shall be of the same 
size and style of type as the letters in 
the words "colby cheese", wherever such 
words appear on the label. 

<e) If a salt substitute as provided for 
In paragraph (a) of this section is used, 
the label shall bear the statement 
M _added as a salt substi¬ 

tute". the blank being filled in with the 
common name or names of the ingredient 
or ingredients used as a salt substitute. 

(f) Low sodium colby cheese is subject 
to 4 105.60 of this chapter. 

§ 133.123 Cold-pack anil club cb«*^e. 

(a)(1) Cold-pock cheese. club cheese. 
Is the food prepared by comminuting, 
without the aid of heat, one or more 
cheeses of the same or two or more varie¬ 
ties, except cream cheese, neufchatel 
cheese, cottage cheese, lowfat cottage 
cheese, cottage cheese dry curd, hard 
grating cheese, semlsoft part-skim 
cheese, port-skim spiced cheese and skim 
milk cheese for manufacturing, into a 
homogeneous plastic mass. One or more 
of the optional ingredients designated in 
paragraph (c) of this section may be 
used. 

(2) All cheeses used In n cold-pack 
cheese are mode from pasteurized milk 
or are held for not less than 60 days at 
a temperature of not less than 35* F 
before being comminuted. 

(3) (i) The moisture coutent of a cold- 
pack cheese made from a single variety 
of cheese is not more than the maximum 
moisture content prescribed by the def¬ 
inition and standard of Identity, if any 
there be, for the variety df cheese used. 
If there is no applicable definition and 
standard of Identity, or if such standard 
contains no provision as to maximum 
moisture content, no water is used in the 
preparation of the cold-pack cheese. 

<fi> The fat content of the solids of a 
cold-pock cheese made from a single 
variety of cheese is not less than the 
minimum prescribed by the definition 
and standard of Identity, tf any there be, 
for the variety of cheese used, but In no 
case is less than 47 percent, except that 
the fat content of the solids of cold-pack 
swiss cheese is not less than 43 percent, 
and the fat content of the solids of cold- 
pack gruycrc cheese is not less than 45 
percent. 

(4) (1) The moisture content of a cold- 
pack cheese made from two or more 
varieties of cheese Is not more than the 


arithmetical average of the maximum 
moisture contents prescribed by the def¬ 
initions and standards of Identity, If any 
there be, for the varieties of cheese used, 
but in no case is the moisture content 
more than 42 percent, except that the 
moisture content of a cold-pack cheese 
made from two or more of the varieties 
cheddar cheese, washed curd cheese, col¬ 
by cheese, and granular cheese is not 
more than 39 percent. 

(ID The fat content of the solids of a 
cold-pack cheese made from two or 
more varieties of cheese is not less than 
the arithmetical average of the mini¬ 
mum percent of fat prescribed by the 
definitions and standards of identity, if 
any there be, for the varieties of cheese 
used, but In no case is less than 47 per¬ 
cent, except that the fat content of the 
solids of a cold-pack cheese made from 
swiss cheese and gruyere cheese is not 
less than 45 percent. 

(5) Moisture and fat are determined by 
the methods prescribed tn 4 133.113(c). 

<6> The weight of each variety of 
cheese in a cold-pock cheese made from 
two varieties of cheese is not less than 
25 percent of the total weight of both, 
except that the weight of blue cheese, 
nuworld cheese, roquefort cheese, or gor- 
gonzola cheese is not less than 10 percent 
of the total weight of both, and the 
weight of limburger cheese is not less 
than 5 percent of the total weight of 
both. The weight of each variety of 
cheese in a cold-pack cheese made from 
three or more varieties of cheese is not 
less than 15 percent of the total weight 
of all except that the weight of blue 
cheese, nuworld cheese, roquefort cheese, 
or gorgonzola cheese Is not less than 5 
percent of the total weight of all. and the 
weight of limburger cheese is not less 
than 3 percent of the total weight of all. 
These limits do not apply to the quantity 
of cheddar cheese, washed curd cheese, 
colby cheese, and granular cheese in 
mixtures which are designated as 
"American cheese" as prescribed in 
paragraph (d)(2) of this section. Such 
mixtures are considered as one variety 
of cheese for the purpose of this para¬ 
graph (a) (6). 

<b> Cold-pock cheese may be smoked, 
or the cheese or cheeses from which it is 
made may be smoked, before comminut¬ 
ing and mixing, or It may contain sub¬ 
stances prepared by condensing or pre¬ 
cipitating wood smoke. 

(c) The optional ingredients referred 
to in paragraph <a) of this section are: 

(1) An acidifying agent consisting of 
one or any mixture of two or more of the 
following: A vinegar, lactic acid, citric 
acid, acetic acid, and phosphoric acid, in 
such quantity that the pH of the finished 
cold-pock cheese Is not below 4.5. For 
the purposes of this .section vinegar is 
considered to be acetic acid. 

<2> Water. 

(3) Salt. 

(4) Harmless artificial coloring. 

(5) Spices or flavorings, other than 
any which singly or in combination with 
other ingredients simulate the flavor of a 
cheese of any age or variety. 

(6) Cold-pack cheese tn consumer- 
sized packages may contain an optional 
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mold-Inhibiting Ingredient consisting of 
sorbic acid, potassium sorbate. sodium 
sorbate, or any combination of two or 
more of these, in an amount not to ex¬ 
ceed 0.3 percent by weight, calculated 
as sorbic acid or consisting of not more 
than 0.3 percent by weight of sodium 
propionate, calcium propionate, or a 
combination of sodium propionate and 
calcium propionate. 

(d) (1) The name of a cold-pack cheese 
for which a definition and standard of 
identity is prescribed by this section Is 

“Cold-pack_cheese-. M - 

cold-pack cheese 0 or "- club 

cheese-, the blanks being filled in with 
the name or names of the varieties of 
cheese used, in order of predominance by 
weight. 

(2) If the cold-pack cheese is made of 
Cheddar cheese, washed curd cheese, 
colby cheese, or granular cheese or any 
mixture of two or more of these, it may 
be designated “Cold-pack American 
cheese"; or when Cheddar cheese, washed 
curd cheese, colby cheese, granular 
cheese, or any mixture of two or more of 
these Is combined with othet varieties of 
cheese in the cheese ingredient any of 
such che eses or such mixture may be 
designated as “American cheese". 

(3) The full name of the food shall 
appear on the principal display panel of 
the label in type of uniform size, style, 
and color. Wherever any word or state¬ 
ment emphasizing the name of any In¬ 
gredient appears on the label (other 
than in an ingredient statement as 
specified In paragraph (f) of this sec¬ 
tion) so conspicuously as to be easily 
seen under customary conditions of pur¬ 
chase, the full name of the food shall 
Immediately and conspicuously precede 
or follow such word or statement in type 
of at least the same size as the type 
used in such word or statement. 

(e) The name of the food shall in¬ 
clude a declaration of any flavoring, in¬ 
cluding smoke and substances prepared 
by condensing or precipitating wood 
smoke, that characterises the product as 
specified In $ 101 22 of this chapter and 
a declaration of any spice that charac¬ 
terizes the product 

(t) The common name of each of the 
ingredients used shall be declared on the 
labels as required by the applicable sec¬ 
tions of Part 101 of this chapter, except 
that: 

(1) Artificial coloring need not be* 
declared. 

(2> If the c h ecffe ingredient contains 
cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese of such mixture may be desig¬ 
nated as “American cheese". 

§133.121 CoUl-poi k rhmc foot). 

(a)(1) CoM-pack cheese food is the 
food prepared by comminuting and 
mixing, without the aid of heat, one or 
more of the optional cheese ingredients 
prescribed in paragraph (c) of this sec¬ 
tion with one or more of the optional 
dairy Ingredients prescribed In para¬ 
graph (d> of this section. Into a homo¬ 
geneous plastic mass. One or more of 
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the optional ingredients specified In 
paragraph (e) of this section may be 
used. 

(2) All cheeses used in a cold-pack 
cheese food are made from pasteurized 
milk, or are held for not less than 60 
days at a temperature of not less than 
35 # F before being comminuted. 

(3) The moisture content of a cold- 
pack cheese food is not more than 44 per¬ 
cent, and the fat content is not less than 
23 percent. 

(4) Moisture and fat arc determined 
by the methods prescribed in $ 133.113 

(c). except that in determining moisture 
the loss in weight which occurs in drying 
for 5 hours, under the conditions pre¬ 
scribed in such method, is taken as the 
weight of moisture. 

(5) The weight of the cheese ingredi¬ 
ent prescribed by paragraph (a)(1) of 
this section constitutes not less than 51 
percent of the weight of the finished 
cold-pack cheese food. 

(6) The weight of each variety of 
cheese in the cold-pack cheese food made 
with two varieties of cheese is not less 
than 25 percent of the total weight or 
both, except that the weight of blue 
cheese, nuworld cheese, roquefort cheese, 
gorgonzola cheese, or limburger cheese 
Is not less than 10 percent of the total 
weight of both. The weight of each va¬ 
riety of cheese In the cold-pack cheese 
food made with three or more varieties 
of cheese is not less than 15 percent of 
the total weight of all, except that the 
weight of blue cheese, nuworld cheese, 
roquefort cheese, gorgonzola cheese, or 
limburger cheese Is not less than 5 per¬ 
cent of the total weight of all. These 
limits do ^not apply to the quantity of 
cheddar cheese, washed curd cheese, 
colby cheese, and granular cheese in mix¬ 
tures which are designated as “American 
cheese" as prescribed in paragraph (h) 
(5) of this section. Such mixtures are 
considered as one variety of cheese for 
the purposes of this paragraph (a) (6). 

<b) Cold-pack cheese food may be 
smoked, or the cheese or cheeses from 
which It is made may be smoked, before 
comminuting and mixing, or it may con¬ 
tain substances prepared by condensing 
or precipitating wood smoke. 

<c> The optional cheese ingredients 
referred to in paragraph (a) of this sec¬ 
tion are: One or more cheeses of the 
same.or two or more varieties, except 
that cream cheese, neufchatel cheese, 
cottage cheese, creamed cottage cheese, 
cook cheese, and skim-milk cheese for 
manufacturing are not used, and except 
that semisoft part-skim cheese, part- 
skim spiced cheese, and hard grating 
cheese may not be used, alone or in 
combination with each other, as the 
cheese ingredient. 

(d) The optional dairy ingredients re¬ 
ferred to in paragraph <a> of this sec¬ 
tion are: Cream, milk, skim milk, butter¬ 
milk. cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous milkfat, dehydrated 
cream, skim milk cheese for manufac¬ 
turing, and albumin from cheese whey. 
All optional dairy ingredients used in 
cold-pack cheese food are pasteurized or 
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made from products that have been 
pasteurized. 

(e) The other optional Ingredients re¬ 
ferred to in paragraph (a) of this sec¬ 
tion are: 

<I) An acidifying agent consisting of 
one or any mixture of tw r o or more of the 
following: A vinegar, lactic acid, citric 
acid, acetic acid, and phosphoric acid, 
in such quantity that the pH of the fin¬ 
ished cold-pack cheese food is not below 
4.5. 

(2) Water. 

(3) Salt. 

(4) Harmless artificial coloring. 

<5) Spices or flavorings, other than 
any which singly or in combination with 
other ingredients simulate the flavor of 
cheese or any age or variety, 

(6) A sweetening agent consisting of 
one or any mixture of two or more of the 
following: Sugar, dextrose, com sugar, 
corn sirup, com sirup solids, glucose 
sirup, glucose sirup solids, maltose, malt 
sirup, and hydrolyzed lactose, in a quan¬ 
tity necessary for seasoning. 

(7) Cold-pack cheese food In con¬ 
sumer-sized packages may contain an 
optional mold-inhibiting ingredient con¬ 
sisting of sorbic acid, potassium sorbate. 
sodium sorbate. or any combination of 
two or more of these, in an amount not to 
exceed 0.3 percent by weight, calculated 
as sorbic acid or consisting of not more 
than 0.3 percent by weight of sodium 
propionate, calcium propionate, or a 
combination of sodium propionate and 
calcium propionate. 

<8) In the preparation of cold-pack 
cheese food, guar gum, or xanthan gum, 
or both may be used, but the total quan¬ 
tity' of such Ingredient or combination is 
not to exceed 0.3 percent of the weight 
of the finished food. When one or both* 
such optional ingredients is used, dioctyl 
sodium sulfoeucclnate complying with 
the requirements of f 172.810 of this 
chapter may be used in a quantity not in 
excess of 0.5 percent by weight of such 
ingredient or ingredients. 

<f) The name of the food is “cold-pack 
cheese food". The full name of the food 
shall appear on the principal display 
panel of the label in type of uniform 
size, style, and color. Wherever any word 
or statement emphasizing the name of 
any Ingredient appears on the label 
(other than in an Ingredient statement 
as specified in paragraph <h> of this 
section) so conspicuously as to be easily 
seen under customary conditions of pur¬ 
chase. the full name of the food shall 
immediately and conspicuously precede 
or follow' such word or statement in type 
of at least the same size as the type 
used in such word or statement 

<g) The name of the food shall include 
a declaration of any flavoring, including 
smoke and substances prepared by con¬ 
densing or precipitating wood smoke, 
that characterizes the product as speci¬ 
fied In f 101.22 of this chapter and a dec¬ 
laration of any spice that characterizes 
the product 

(b) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec- 
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lions of Part 101 of this chapter, except 
that: 

<1> Plastic cream and dried cream 
may be declared as •’cream". 

i2) Concentrated milk and dried milk 
may be declared as "milk". 

<3> Concentrated skim milk and non¬ 
fat dry milk may be declared as "skim 
milk". 

<4> Cheese whey, concentrated cheese 
whey, and dried cheese whey may be 
declared as "whey". 

(5> If the cheese ingredient contains 
Cheddar cheese, washed cheese, colby 
cheese, granular cheese, or any mixture 
of two or more of these, such cheese or 
such mixture may be designated as 
"American cheese". 

§ 133.125 Cold-park clice^e food *ill» 
fruit**, vcgrtuklr*. or mratn. 

Cold-pack cheese food with fruits, 
vegetables, or meats or mixtures of these 
is the food which conforms to the defi¬ 
nition and standard of identity, and is 
subject to the requirements for label 
statement of optional ingredients, pre¬ 
scribed for cold-pack cheese food by 
I 133.124. except that: 

(1* Its milk fat content Is not less 
than 22 percent. 

<2) It contains one or any mixture of 
two or more of the following: Any prop¬ 
erly prepared fresh, cooked, canned, or 
dried vegetable; any properly prepared 
cooked or canned meat. 

<3> When the added fruits, vegetables, 
or meats contain fat. the method pre¬ 
scribed for the determination of fat by 
I 133.113*0 is not applicable. 

(b> The name of a cold-pack cheese 
food with fruits, vegetables or meats is 

"Cold-pack cheese food with. 

the blank being Oiled in with the com¬ 
mon or usual name or names of the 
fruits, vegetables, or meats used, in order 
of predominance by weight 

§ 133.127 <U>uk rlicoMr, koch 

(a) Cook cheese, koch kaese. Is the 
food prepared from skim milk and 
other ingredients specified in this sec¬ 
tion by the procedure set forth In para¬ 
graph (b) of this section, or by another 
procedure which produces a finished 
cheese having the same physical and 
chemical properties as the cheese pro¬ 
duced when the procedure set forth in 
paragraph ib> of this section is used. 
It contains not more than 80 percent 
moisture as determined by the method 
therefor prescribed in 5 133.11310. 
When tested for phosphatase by the 
method prescribed In 4 133.113(f). 0.25 
gram of cook cheese shows a phenol 
equivalent of not more than 3 micro¬ 
grams. 

<b> Skim milk, or the optional dairy 
ingredients specified in paragraph (c> of 
this section, which may be pasteurized, 
and which may be warmed, are subjected 
to the action of harmless lactic-ac Id - 
producing bacteria, present in such dairy 
ingredients or added thereto. A culture 
of a harmless white mold may be added. 
Sufficient rennet, or other safe and 
suitable milk-clotting enzyme that pro¬ 
duces equivalent curd formation, or 
both, with or without purified calcium 


chloride In a quantity not more than 0.02 
percent (calculated as anhydrous cal¬ 
cium chloride) of the weight of the skim 
milk, may be added to aid in setting the 
mix to a semisolid mass. The mass is 
cut, stirred, and heated, with continued 
stirring, so os to separate the curd and 
whey. The whey is drained from the 
curd, and the curd Is cured for 2 
or 3 days It Ls then heated to a tem¬ 
perature of not less than 180* P until 
the hot curd will drop from a ladle with 
a consistency like that of honey. The 
hot cheese is filled into packages and 
cooled. Pasteurized cream, salt, or car¬ 
away seed, or any mixture of two or 
more of these may be added. 

<c> The optional dairy ingredients 
referred to in paragraph <b) of this sec¬ 
tion are: Skim milk or concentrated skim 
milk or nonfat dry milk or a mixture of 
any two or more of these, with water in a 
quantity not in excess of that sufficient 
to reconstitute any concentrated skim 
milk or nonfat dry milk used. 

(d> For the purposes of this section, 
"sktm milk" means cow's milk from 
which the milk fat has been separated. 

§133.128 tUilliigr rlicowr. 

ia> Cottage cheese is the soft unrured 
cheese prepared by mixing cottage 
cheese dry curd with a creaming mix¬ 
ture as provided In paragraph <b) of this 
section. The mllkfat content Is not less 
than 4 percent by weight of the finished 
food, within limits of good manufac¬ 
turing practice. The finished food con¬ 
tains not more than 80 percent of mois¬ 
ture. as determined by the method pre¬ 
scribed in § 133.129(a). 

<b> The creaming mixture is prepared 
from safe and suitable ingredients In¬ 
cluding, but not limited to. milk or sub¬ 
stances derived from milk. Any ingredi¬ 
ents used that arc not derived from milk 
shall serve a useful function other than 
building the total solids content of the 
finished food, and shall be used In a 
quantity not greater than is reasonably 
required to accomplish their intended 
effect. The creaming mixture shall be 
pasteurized; however, heat labile ingre¬ 
dients. such as bacterial starters, may 
be added following pasteurization. 

<c) The name of the food consists of 
the following two phrases which shall 
appear together: 

(1) The words "cottage cheese" 
which shall appear in type of the same 
size and style. 

t2> The statement "not less than_ 

percent mllkfat" or "_percent milk- 

fat minimum", the blank being filled in 
with the whole number that is closest 
to. but does not exceed, the actual fat 
content of the product. This statement 
of fat content shall appear In letters not 
less than one-half of the height of the 
letters in the phrase specified in para¬ 
graph <cKl> of this section, but in no 
case less than one-eighth of an Inch in 
height. 

(d) When the optional process de¬ 
scribed in I 133.129(b)(1) (11) or Oil) is 
used to make the cottage cheese dry 
curd used In cottage cheese, the label 
shall bear the statement "Directly set" 
or "Curd set by direct acidification". 


Wherever the name of the food appears 
on the label so conspicuously as to be 
seen under customary conditions of pur¬ 
chase. the statement specified in this 
paragraph, showing the optional process 
used, shall immediately and conspicu¬ 
ously precede or follow such name with¬ 
out intervening written, printed, or 
graphic matter. 

<e> The common or usual name of each 
of the ingredients used in the food shall 
be declared on the label as required by 
the applicable sections of Part 101 of 
this chapter, except that: 

< 1) Concentrated milk, dried milk, and 
reconstituted milk prepared by addi¬ 
tion of water to concentrated milk or 
dried milk may be declared as "milk". 

*2> Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con¬ 
centrated skim milk or nonfat dry milk 
mav be declared as "skim milk". 

(3) Bacterial cultures may be de¬ 
clared by the word "cultured" followed 
by the name of the substrate, eg., 
’made from cultured skim milk" 

(4) Milk-clotting enzymes may be de¬ 
clared by the word "enzymes". 

§133,129 I>rv curtl rirtliage rhc«-*c. 

(a) Cottage cheese dry curd is the soft 
uncured cheese prepared by the proce¬ 
dure set forth in paragraph <b> of this 
section. The finished food contains less 
than 0.5 percent mllkfat. It contains not 
more than 80 percent of moisture, as 
determined by the method prescribed 
under "Moisture—Official," on page 272 
of "Official Methods of Analysts of the 
Association of Official Analytical Chem¬ 
ists," Eleventh Edition (I970>. f 

(b) H) One or more of the dairy in¬ 
gredients specified in paragraph ib'<2> 
of this section is pasteurized; calcium 
chloride may be added in a quantity of 
not more than 0.02 percent (calculated 
as anhydrous calcium chloride) of the 
weight of the mix; thereafter one of the 
following methods is employed: 

<i> Harmless lactlc-acid-producin^ 
bacteria, with or without rennet and/or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, are added and it is held until 
it becomes coagulated. The coagulated 
mass may be cut; it may be warmed; it 
may be stirred; it is then drained. The* 
curd may be washed with water and 
further drained; It may be pressed 
chilled, worked, seasoned with salt; or 

(11) Pood grade phosphoric acid, lactic 
acid, citric acid, or hydrochloric acid, 
with or without rennet and/or other sale 
and suitable milk-clotting enzyme that 
produces equivalent curd formation. 1s 
added in such amount as to reach a pH 
of between 4.5 and 4.7; coagulation to a 
firm curd Is achieved while heating to a 
maximum of 120* P without agitation 
during a continuous process. The coagu¬ 
lated mass may be cut; it may be 
warmed; It may be stirred: It Is then 
drained. The curd Is washed with water, 
stirred, and further drained. It may be 
pressed, chilled, worked, seasoned with 
salt. 

(ill) Food grade acids as provided 
In paragraph fbHlXil) of this section. 
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D-Olucono-delta-lac tone with or with¬ 
out rennet, and/or other safe and suit¬ 
able milk clotting enzyme that produces 
equivalent curd formation, are added In 
such amounts as to reach a Anal pH 
value In the range of 4.5-4.8. and It Is 
held until It becomes coagulated. The 
coagulated mass may be cut; It may be 
warmed: it may be stirred: it ts then 
drained. The curd to then washed with 
water* and further drained. It may be 
pressed* chilled, worked, and seasoned 
with salt. 

(2) The dairy ingredients referred to 
in paragraph (b)(1) of this section 
are sweet skim milk, concentrated skim 
milk, and nonfat dry milk. If concen¬ 
trated skim milk or nonfat dry milk Is 
used, water may be added In a quantity 
not in excess of that removed when the 
skim milk was concentrated or dried. 

(3) For the purposes of this section 
the term “skim milk" means the milk of 
cows from which the milk fat has been 
separated, and “concentrated skim milk” 
means skim milk from which a portion 
of the water has been removed by evapo¬ 
ration. 

(c) The name of the food consists of 
the following two phrases which shall 
appear together: 

(1) The words "cottage cheese dry 
curd" or alternatively "dry curd cottage 
cheese" which shill all appear In type 
of the same size and style. 

(2) The words "less than milk- 
fat" which shall all appear in letters not 
less than one-half of the height of the 
letters In the phrase specified In para¬ 
graph (c)(1) of this section, but in no 
case less than one-eighth of an inch in 
height. 

(d> When cither of the optional proc¬ 
esses described In paragraph <b)<l) 
(ti) or (111) of this section Is used to 
make cottage cheese dry curd, the label 
shall bear the statement "Directly set" 
or "Curd set by direct acidification". 
Wherever the name of the food appears 
on the label so conspicuously as to be 
seen under customary conditions of 
purchase, the statement specified in this 
paragraph, showing the optional process 
used, shall immediately and conspicu¬ 
ously precede or follow such name with¬ 
out Intervening written, printed, or 
graphic matter. 

(e) The common or usual name of 
each of the ingredients used in the food 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter, except that: 

(1) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con¬ 
centrated skim milk or nonfat dry milk 
may be declared as "skim milk". 

(2) Bacterial cultures may be de¬ 
clared by the word "cultured" followed 
by the name of the substrate, e.g., "made 
from cultured skim milk". 

(3) Milk-clotting enzymes may be de¬ 
clared by the word "enzymes"* 

S I *13.131 I/iMrfnt rotlsgr rheew*. 

Lowfat cottage cheese U the food pre¬ 
pared from the same Ingredients and in 
the same manner prescribed in ft 133.128 
for cottage cheese and complies with all 
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the provisions of ft 133.128 (including re¬ 
quirements for the label statement of 
optional Ingredients), except that: 

(a) Its content of mUkfat Is not less 
than 0.5 percent and not more than 2 
percent by weight, within limits of good 
manufacturing practice. 

<b) IU moisture content U not more 
than 82.5 percent. 

<c) The name of the food consists of 
the following two phrases which shall 
appear together: 

(1) The words "lowfat cottage cheese" 
which si mil appear in type of the same 
size and style. 

<2> The words "_ £ milkfat". 

the blank being filled in with the frac¬ 
tion "*4 M or multiple thereof closest to 
the actual fat content of the product. 
This statement of fat content shall ap¬ 
pear in letters not less than one-half of 
the height of the letters in the phrase 
specified in paragraph <c)<1> of Jthis 
section, but in no case less than one- 
eighth of an inch in height 

5 133.133 Crram rhw^. 

(a) Cream cheese is the soft uncured 
cheese prepared by the procedure set 
forth in paragraph (b) of this section. 
The finished cream cheese contains not 
less than 33 percent of milk fat and not 
more than 65 percent of moisture, as de¬ 
termined. respectively by the methods 
prescribed under "Fat—Official" on page 
302 and under "Moisture—Official" on 
page 301 of "Official and Tentative 
Methods of Analysis of the Association 
of Official Agricultural Chemists," Fifth 
Edition. 1940. (These methods appear In 
the 10th edition. 1985. p. 248, sec. 15.164; 
p. 247 sec. 15.157. respectively.) 

(b) (1) One or a mixture of two or 
more of the dairy ingredients specified in 
paragraph (b)(3) of this section Is pas¬ 
teurized and may be homogenized. To 
such Ingredient or mixture harmless 
lactlc-acid-producing bacteria, with or 
without rennet, or other safe and suita¬ 
ble milk-dotting enzyme that produces 
equivalent curd formation, or both, are 
added and it Is held until it becomes 
coagulated. The coagulated mass may be 
warmed; it may be stirred; it Is then 
drained. The moisture content may be 
adjusted with cheese whey, concentrated 
cheese whey, dried cheese whey, or re¬ 
constituted cheese whey prepared by ad¬ 
dition of water to concentrated cheese 
whey or dried cheese whey. The curd 
may be pressed, chilled, worked, sea¬ 
soned with salt; It may be heated, with 
or without addition of one or more of 
the dairy ingredients specified in para¬ 
graph (b) (3) of this section, until it be¬ 
comes fluid, and it may then be homog¬ 
enized or otherwise mixed. 

<2)(i) In the preparation of cream 
cheese, one or any mixture of two or 
more of the optional Ingredients gum 
karnya. gum tragacanth, carob bean 
gum, guar gum, carrageenan, gelatin, 
aigin (sodium alginate), propylene gly¬ 
col alginate, or xanthan gum may be 
used; but the quantity of any such in¬ 
gredient or mixture is such that the total 
weight of solids contained therein Ls not 
more than 0.5 percent by weight of the 
flnLshed cream cheese. 
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(ii> When one or more of the optional 
Ingredients in paragraph (b)(2) <i> of 
this section are used, dloctyl sodium sul- 
fosucclnate complying with the require¬ 
ments of 5 172.810 of this chapter may 
be used In a quantity not in excess of 0.5 
percent by weight of such ingredients. 

(3) The dairy ingredients referred to 
in paragraph (b)(1) of this section arc 
cream, plastic cream, milk, skim milk, 
concentrated milk, concentrated skim 
milk, and nonfat dry milk. If concen¬ 
trated milk, concentrated skim milk, or 
nonfat do* milk is used, water may be 
added In a quantity not in excess of that 
removed when the milk or skim milk 
was concentrated or dried. 

(4) For the purposes of this section, 
the term "mPk" means sweet milk of 
cows, "skim milk" means milk from 
which the milk fat has been separated, 
and "concentrated skim milk" means 
skim milk from which a portion of the 
water has been removed by evaporation. 

<c) When used in the food, salt, bac¬ 
terial culture, and enzymes as provided 
for In paragraph (b)(1) of this section 
and each of the ingredients listed In 
paragraph <b) (2) and (3) of this section 
shall be declared by common name on 
the label as required by the applicable 
sections of Part 101 of this chapter ex¬ 
cept that: 

(1> Any cream as defined in Part 131 
of this chapter and plastic cream may 
be declared as "cream". 

(2> Concentrated milk and reconsti¬ 
tuted milk prepared by addition of water 
to concentrated milk may be declared as 
"milk". 

(3) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to concen¬ 
trated skim milk or nonfat dry milk may 
be declared as "skim milk". 

(4) Bacterial cultures may be declared 
Db "cheese culture" or by the word "cul¬ 
tured" followed by the name of the sub¬ 
strate, eV., "made from cultured cream". 

<5> Milk clotting enzymes may be de¬ 
clared by the w r ord "enzymes". 

§ 133.131 C Vea in chc«**r *it!» oilier 
foods. 

(a) Cream cheese with other foods is 
the class of foods each of which is pre¬ 
pared by mixing, with or without the aid 
of heat, cream cheese with one or a 
mixture of two or more properly pre¬ 
pared foods (except other cheeses >. such 
as fresh, cooked, canned, or dried fruits 
or vegetables: cooked or canned meats: 
relishes, pickles, or other foods suitable 
for blending with cream cheese. The 
amount of the added food or foods must 
be sufficient to so differentiate the mix¬ 
ture that it does not simulate cream 
cheese. The mixture may also contain: 

(1) (i) One or any mixture of two or 
more of the following optional ingredi¬ 
ents: Gum karnya, gum tragacanth. 
Cjirob bean gum, gelatin, guar gum, so¬ 
dium carboxymethylcellulose (cellulose 
gum), carrageenan, oat gum. aigin (so¬ 
dium alginate), propylene glycol algi¬ 
nate, or xanthan gum. The total quan¬ 
tity of any such substances, including 
that contained in the cream cheese, is 
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not more than 0.8 percent by weight of 
the finished food. 

<ii) When one or more of the optional 
Ingredients In paragraph (a)(1) <i) of 
this section are used, dioctyl sodium sul- 
f©succinate complying with the require¬ 
ments of | 172.810 of this chapter may 
be used in a quantity not In excess of 
0.5 percent by weight of such ingredients. 

(2) Artificial coloring, unless such 
addition conceals damage or Inferiority 
or makes the finished food appear better 
or of greater value than it is. 

(b) No water other than that con¬ 
tained in the added food ingredients is 
used, but the moisture content of the 
mixture in no case is more than 60 per¬ 
cent. The milk fat is not less than 33 
percent of the percent by weight of the 
cream cheese used, but in no case is it 
less than 27 percent of the finished food. 
Moisture and fat are determined by the 
methods prescribed in f 133.113(c), ex¬ 
cept that when the added food contains 
fat the method prescribed for the de¬ 
termination of fat is not applicable. 

(c> The name of the food is "cream 

cheese with -- -" or "cream 

cheese and - *\ the blank be¬ 

ing filled in with the common names of 
the foods added, in order of predomi¬ 
nance by weight The full name of the 
food shall appear on the principal dis¬ 
play panel of the label in type of uniform 
size, style, and color. Wherever any word 
or statement emphasizing the name of 
an ingredient appears on the label (other 
than in an ingredient statement as speci¬ 
fied in paragraph (d) of this section) so 
conspicuously as to be easily seen under 
customary conditions of purchase, the 
full name of the food shall immediately 
and conspicuously precede or follow such 
word or statement in type of at least the 
same size as the type used in such word or 
statement. 

(d> The common name of each of the 
Ingredients used shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter. 

§ 133.136 W«udtr<l curd and M»«k«-«! 
rurd rlirwo. 

(a) Washed curd cheese, soaked curd 
cheese, is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b> of this section, or by an¬ 
other procedure which produces a fin¬ 
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b> of this section is used. 
It contains not more than 42 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter¬ 
mined by the methods prescribed in 
§ 133.113(c). If the milk used is not pas¬ 
teurized, the cheese so made is cured 

* at a temperature of not less than 35° F 
for not less than 60 days. 

(b) Milk, which mAy be pasteurized or 
clarified or both, and which may be 
wanned, is subjected to the action of 
harmless lac tie-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be add¬ 
ed. Sufficient rennet, or other safe and 
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suitable milk-clotting enzyme that pro¬ 
duces equivalent curd formation, or both, 
with or without purified calcium chloride 
in a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride* of the weight of the milk, is added 
to set the milk to a semisolid mass. The 
mass is so cut, stirred, and heated with 
continued stirring, as to promote and 
regulate the separation of whey and curd. 
The whey is drained off. and the curd is 
matted into a cohesive mass. The mass is 
cut into slabs, which are so piled and 
handled as to promote the drainage of 
whey and the development of acidity. The 
slabs are then cut into pieces, cooled in 
water, and soaked therein until the whey 
is partly extracted and water is ab¬ 
sorbed. The curd is drained, salted, 
stirred, and pressed Into forms. A harm¬ 
less preparation of enzymes of animal 
or plant origin capable of aiding in the 
curing or development of flavor of 
washed curd cheese may be added during 
the procedure. In such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the weight 
of the milk used. 

(c> For the purposes of this section: 

(1) The word "milk" means cow's 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by add¬ 
ing thereto one or more of the follow¬ 
ing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water in a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used. 

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 143° F for a 
period of not less than 30 minutes or for 
a time ’and at a temperature equivalent 
thereto in phosphatase destruction. 
Washed curd cheese shall be deemed not 
to have been made from pasteurized milk 
if 0.25 gram, shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in 8 133.113(f). 

(3) During the cheese-making proc¬ 
ess the milk may be treated as provided 
In 5 133.113(e)(3). 

<d> Washed curd cheese in the form 
of slices or cuts in consumer-sized pack¬ 
ages may contain an optional mold-in¬ 
hibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate, 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid. 

<e) (1) If washed curd cheese in sliced 
or cut form contains an optional mold- 
inhibiting ingredient as specified in para¬ 
graph (d> of this section, the label shall 

bear the statement 44 ..- added to 

retard mold growth'* or 44 -added 

as a preservative 4 ', the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or in¬ 
gredients used. 

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement spec¬ 
ified In this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 


name, without intervening written, 
printed, or graphic matter. 

§ 133.137 Wa*lied curd rl»for nttui- 
ufarturing. 

Washed curd cheese for manufactur¬ 
ing conforms to the definition and stand¬ 
ard of identity prescribed for washed 
curd cheese by ft 133.136, except that the 
milk is not pasteurized, curing is not re¬ 
quired. and the provisions of paragraph 
(d> of that section do not apply, 

§ 133.138 RdUm rlnw. 

(a) Edam cheese is the food prepared 
from milk and other Ingredients specified 
in tills section, by the procedure set 
forth in paragraph <b) of this section, or 
by another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced w’hen the procedure set forth in 
paragraph (b) of this section is used. It 
contains not more than 45 percent of 
moisture, and its solids contain not less 
than 40 percent of milk fat. as deter¬ 
mined by the methods prescribed in 
8 133.113(c). If the milk used is not 
pasteurized, the cheese so made is cured 
at a temperature of not less than 35* F 
for not less than 60 days. Edam cheese 
is made in ball or loaf shapes, and the 
surface is covered with a paraffin or other 
tightly adhering coating. The covering 
or coating may be natural in color or may 
be colored red or any other color. 

<b> Milk, which may be pasteurized or 
clarified or both, and which may be 
w f armed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal¬ 
cium chloride) of the weight of the milk, 
is added to set the milk to a semUolici 
moss. After coagulation the mass Is cut 
into small cube-shaped pieces with sides 
approximately %-lnch long. The mass is 
stirred and heated to about 90* P, and so 
handled by further stirring, heating, di¬ 
lution with water or salt brine, and salt¬ 
ing as to promote and regulate the sepa¬ 
ration of curd and whey. When the de¬ 
sired curd is obtained, it is transferred 
to forms permitting drainage of whey 
During drainage the curd is pressed and 
turned. After drainage the curd is re¬ 
moved from the forms and is salted and 
cured. A harmless preparation of en¬ 
zymes of animal or plant origin capable 
of aiding in the curing or development of 
flavor of edam cheese may be added dur¬ 
ing the procedure, in such quantity that 
the weight of the solids of such prepara¬ 
tion is not more than 0.1 percent of the 
w’elght of the milk used. 

(c) For the purposes of this section 

(1) The word "milk" means cow's 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by add¬ 
ing thereto one or more of the following 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water In a quan- 
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tity sufficient to reconstitute any con¬ 
centrated skim milk or nonfat dry milk 

used. 

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 143* P for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto in phosphatase destruction. 
Edam cheese shall be deemed not to 
have been made from pasteurized milk 
if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in 3 133.113(f). 

<d> Edam cheese in the form of slices 
or cuts In consumer-sized packages may 
contain an optional mold-inhibiting in¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate, soduim sorbatc, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

<e)(l> If edam cheese in sliced or cut 
form contains an optional mold-inhibit¬ 
ing Ingredient as specified In paragraph 
<d) of this section, the label shall bear 

the statement M _added to retard 

mold growth'* or “-added as a 

pcrservatlve”. the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
cae& 

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement speci¬ 
fied in this section, showing the optional 
ingredient used, shall Immediately and 
conspicuously precede or follow such 
name without intervening written, 
printed, or graphic matter. 

$133,110 (»m nine loot cltcc*r. 

(a> Gammclost cheese is the food pre¬ 
pared from the skim milk of cows and 
the other ingredients specified in this 
section, by the procedure set forth In 
paragraph <b) of this section. It con¬ 
tains not more than 52 percent of mois¬ 
ture, as determined by the method 
prescribed in $ 133.113(c). 

<b) Skim milk, which may be pas¬ 
teurized, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such skim milk or added 
thereto. The development of acidity is 
continued until the skim milk coagulates 
to a semisolld mass. The mass is stirred 
aiKi heated until a temperature of about 
145' F is reached, and is held at that 
temperature for not less than *6 hour. 
The whey is drained off and the curd 
removed and placed in forms and pressed. 
The shaped curd is placed in whey and 
heated for 3 of 4 hours. It is then re¬ 
moved from the whey and may again be 
pressed. It is then stored under condi¬ 
tions suitable for curing. 

- 133.1 41 <H)reoti/4iln rbrents 

(a) Gorgonzola cheese is the food pre¬ 
pared from cow’s milk or goat’s milk or 
mixtures of these, and other ingredients 
swifted in this section, by the procedure 
set forth in paragraph <b) of this section, 
or by another procedure which produces 
a finished cheese having the same physi¬ 
cal and chemical properties as the cheese 


produced when the procedure set forth 
in paragraph (b) of this section is used. 
It is characterized by the presence of 
bluish-green mold throughout the 
cheese. It is made in loaves weighing 
between 14 and 17 pounds. It contains 
not more than 42 percent moisture, and 
its solids contain not less than 50 percent 
milk fat, as determined by the methods 
prescribed in 3 133.113(c). It is not less 
than 90 days old. 

(b> Milk, which may be pasteurized or 
clarified or both, which may be warmed, 
and which may be homogenized, is sub¬ 
jected to the action of harmless lactic- 
acid-producing bacteria, present in such 
milk or added thereto. Harmless artifi¬ 
cial green or blue coloring in a quantity 
which neutralizes any natural yellow* 
coloring in the curd may be added. Suf¬ 
ficient rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in a 
quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride) of the weight of the milk, is added 
to set the milk to a semisolid mass. The 
mass is cut into smaller portions and al¬ 
lowed to stand for a time. The mixed 
curd and whey is placed into forms per¬ 
mitting further drainage. While being 
placed in forms, spores, of the mold Pen- 
icillium roquefortii are added. The forms 
are turned several times during drain¬ 
age. When sufficiently drained, the 
shaped curd is removed from the forms 
nnd salted with dry salt or brine. Perfo¬ 
rations are then made in the shaped 
curd and it is held at a temperature of 
approximately 50‘ F. at 90 to 95 percent 
relative humidity, until the character¬ 
istic mold growth has developed. Dur¬ 
ing storage the surface of the cheese is 
scraped, if necessary, to remove surface 
growth of undesirable microorganisms. 
The rind of the cheese may be coated 
with a vegetable food fat or oil (which 
may be hydrogenated), or any combina¬ 
tion of two or more such articles. A 
harmless preparation of enzymes of ani¬ 
mal or plant origin capable of aiding in 
the curing or development of flavor of 
gorgonzola cheese may be added during 
the procedure. In such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the milk 
used. 

(c) For the purposes of this section: 

(1) The word “milk'* means cow’s milk 
or goat’s milk or mixtures of these. 

(2) Such milk may be bleached by the 
use of benzoyl peroxide or mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbo¬ 
nate. but the weight of the benzoyl per¬ 
oxide is not more than 0.002 percent of 
the weight of the milk being bleached, 
and the weight of the potassium alum, 
calcium sulfate, and magnesium carbo¬ 
nate. singly or combined, is not more 
than six times the weight of the benzoyl 
peroxide used. If milk is bleached in this 
manner, vitamin A Is added to the curd 
in such quantity as to compensate for 
the vitamin A or its precursors destroyed 
in the bleaching process, and artificial 
coloring is not used. 


<3) Such milk may be adjusted by sep¬ 
arating part of the fat therefrom or by 
adding one or more of the following: 
(In the case of cow’s milk* cream, cream 
which has been treated in the manner 
provided in paragraph (c)(2) of this 
section, concentrated skim milk, non¬ 
fat dry milk; (in the case of goat’s milk) 
the corresponding products obtained 
from goat’s milk: water in a quantity 
sufficient to reconstitute any concen¬ 
trated skim milk or nonfat dry milk 
used. 

(d) The food may have applied to its 
surface an opUonal mold-inhibiting In¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbatc. sodium sorbate. or any 
combination of two or more of these in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e> (l) If the milk used is bleached, 
the label shall bear the statement ’’milk 
blenched with benzoyl peroxide”. 

• 2) If the food contains an opUonal 
mold-inhibiting Ingredient as specified 
in paragraph (d) of this section, the 

label shall bear the statement H _ 

added to retard surface mold growth” or 

M -added as a preservative”. 

the blank being filled in with the com¬ 
mon name or names of the mold-inhibit¬ 
ing Ingredient or ingredients used. 

(3) Whenever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the words and state¬ 
ments prescribed in this paragraph 
showing the optional ingredients used 
shall immediately and conspicuously 
precede or follow such name without in¬ 
tervening written, printed, or graphic 
matter. 

S 133.1 12 Coudd rliror. 

Gouda cheese conforms to the defini¬ 
tion and standard of identity and com¬ 
plies with the requirements for label 
declaration of optional ingredients pre¬ 
scribed for edam cheese by 9 133.138. ex¬ 
cept that the fat content of its solids is 
not less than 46 percent. It is made in 
the shape of a compressed sphere, in 
which the compressed sides are parallel 
and flat. The surface may or may not be 
covered with red-colored paraffin or sim¬ 
ilar tightly adhering coating. 

§ 133.114 Granular mu! curd 

rlicwe. 

(a) Granular cheese, stirred curd 
cheese, is the food prepared from milk 
and other Ingredients specified in this 
section, by the procedure set forth m 
paragraph (b) of this section, or by an¬ 
other procedure which produces a fin¬ 
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph <b) of this section is used. 
It contains not more than 39 percent 
of moisture, and its solids contain not 
less than 50 percent of milk fat. as de-* 
termined by the methods prescribed In 
3 133.113(c). If the milk used is not pas¬ 
teurized, the cheese so made is cured at 
a temperature of not less than 35* F for 
not less than 60 days. 

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
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wanned, la subjected to the action of 
harmless lactic-acid-producing bacteria, 
present In such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-cloiUng enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calcium 
chloride) of the weight of the milk, is 
added to set the milk to a semisolid mass. 
The mass is so cut, stirred, and heated 
with continued stirring, as to promote 
and regulate the separation of whey and 
curd. A part of the whey is drained off. 
The curd Is then alternately stirred and 
drained to prevent matting and to 
remove whey from curd. The curd is 
then salted, stirred, drained, and pressed 
into forms. A harmless preparation of 
enzymes of animal or plant origin capa¬ 
ble of aiding in the curing or develop¬ 
ment of flavor of granular cheese, may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation Is not more than 0.1 
percent of the weight of the milk used- 

(c) For the purposes of this section: 

(1) Hie word “milk*' means cow's 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by 
adding thereto one or more of the fol¬ 
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water In a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
m ilk used. 

(2) Milk shall be deemed to have been 
pasteurized If it has been held at a 
temperature of not less than 143* F 
for a period of not less than 30 minutes 
or for a time and at a temperature equiv¬ 
alent thereto in phosphatase destruction. 
Oranular cheese shall be deemed not to 
have been made from pasteurized milk 
of 0.25 grain shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in ft 133.113(f). 

(3) During the cheese-making process 
the milk may be treated as provided in 
1133.113(e) <3). 

(d) Granular cheese in the form of 
slices or cuts in consumer-sized pack¬ 
ages may contain an optional mold-in¬ 
hibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbet?. 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
ncJd. 

(e) (1 > If granular cheese In sliced or 
cut form contains an optional mold-in¬ 
hibiting ingredient as specified in para¬ 
graph (d> of this section, the label shall 

bear the statement "_added 

to retard mold growth" or "- 

added as a preservative", the blank be¬ 
ing filled in with the common name, or 
names of the mold-inhibiting ingredient 
or ingredients used. 

12) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement spec¬ 
ified in this section, showing the optional 
ingredient used, shall Immediately and 
conspicuously precede or follow such 


name, without intervening written, 
printed, or graphic matter. 

§ 133.143 Granular r!»ce*r fur manu¬ 
facturing. 

Granular cheese for manufacturing 
conforms to the definition and standard 
of identity prescribed for granular cheese 
by ft 133.144. except that the milk la not 
pasteurized, curing is not required, and 
the provisions of paragraph td> of that 
section do not apply. 

§ 133.116 Grated chrctc*. 

(а) (1) Grated cheeses are the class of 
food prepared by grinding, grating, 
shredding, or otherwise comminuting 
cheese of one variety or a mixture of 
two or more varieties. The cheese varie¬ 
ties that may be used are those for which 
definitions and standards of identity 
have been promulgated pursuant to sec¬ 
tion 401 of the act. except cream cheese, 
neufchatel cheese, cottage cheese, 
creamed cottage cheese, cook cheese, 
and skim milk cheese for manufacturing. 
One or more of the optional ingredients 
specified in paragraph (b) of this section 
may be used. 

(2) Any cheese ingredient used Is 
made from pasteurized milk or is held 
at a temperature of not less than 35* F 
for not less than 60 days. 

(3) Each cheese ingredient used must 
be present at a level of not less than 2 
percent by weight of the finished food. 

(4) In the manufacture of the fin¬ 
ished food, moisture may be removed 
from the cheese ingredients but no 
moisture Is added, except as provided for 
in paragraph <b> Cl) of this section. 

(5) (1) The fat content of the solids of 
grated cheese made from a single variety 
of cheese is not more than 1 below the 
minimum percentage prescribed by the 
definition and standard of identity for 
the variety of cheese used. 

(U) The fat content of the solids of 
grated cheeses made from two or more 
varieties of cheese is not more than 1 
below the arithmetical average of the 
minimum fat content percentages pre¬ 
scribed by the definitions and standards 
of identity for the varieties of cheese 
used, but in no case Is the fat content 
less than 31 percent. 

(б) Moisture and fat In grated cheeses 
are determined by the methods pre¬ 
scribed in ft 133.113(c). 

<b) The optional Ingredients referred 
to in paragraph (a) of this section are: 

(1) A mold-inhibiting ingredient con¬ 
sisting of sorbic acid, potassium sorbate. 
sodium sorbate. or any combination of 
two or more of these in an amount not to 
exceed 0 2 percent by weight of the fin¬ 
ished food calculated as sorbic acid. 
The salts of sorbic acid provided fur 
herein may be applied in aqueous solu¬ 
tion. the amount of water used being not 
more than that required for application 
of these water-soluble salts in accord¬ 
ance with good commercial practice. 

(2) An antic&king agent consisting of 
silicon dioxide (complying with the pro¬ 
visions of ft 172.480 of this chapter). 
calcium silicate (complying with the pro¬ 
visions of ft 172.410 of this chapter). 


sodium sUlcoalumlnate. microcrystaliinc 
cellulose, or any combination of two or 
more of these In an amount not to ex¬ 
ceed 2 percent by weight of the finished 
food. 

(3) Spices. 

(4) Safe and suitable flavoring sub¬ 
stances other than any which singly or 
in combination with other ingredients 
simulate the flavor of cheese of any age 
or variety. 

(c)(1) The name of the food. If it is 
made with only one variety of cheese, 

is "grated_cheese", the 

blAnk being filled in with the name of the 
variety used. 

(2) The name of the food, if the ouiy 
cheese Ingredients used are parmesan 
and romano cheese, each being presen; 
at a level of not less than 25 percent by 
weight of the finished food, is "grated 

_and_cheese". 

the blanks being filled in with the name - 
"parmesan" and "romano" in order of 
predominance by weight The varietal 
designation "regglano" may be used for 
"parmesan". 

(3) The name of the food, if It is made 
with a mixture of cheese varieties (not 
including parmesan or romano cheese > 
with each of the varieties used being 
present at a level of not less than 25 per¬ 
cent of the weight of the finished food, is 

"grated_cheese", the blank 

being filled In with the names of the two 
or more varieties in order of predomi¬ 
nance by weight. 

(4) The name of the food, if it is 
made with a mixture of cheese varieties 
In which one or more varieties (not In¬ 
cluding parmesan or romano cheese* 
•ore each present at a level of not less 
than 25 percent by weight of the finished 
food, and one or more other varieties 
(which may include parmesan and ro¬ 
mano cheese) are each present at a level 
of not less than 2 percent but in the 
aggregate not more than 10 percent, ts 

"grated_cheese with other 

grated cheese" or "grated-„- 

cheese with other grated cheeses", as 
appropriate, the blank being filled in with 
the name or names of those cheese va¬ 
rieties present at levels of not less than 
25 percent by weight of the finished food 
in order of predominance, in letters not 
more than twice as high as the letters in 
the phrase "with other grated cheese <s> **. 

(5) The name of the food, if it is made 
with a mixture of cheese varieties other 
than those specified by paragraphs (c> 
(2). <3*. and (4) of this section is "grated 
cheeses". 

(6) The cheese variety names pre¬ 
scribed for use in the name of the food 
by paragraphs (c) (1). (2), (3), and (4> 
of this section are those specified by 
applicable standard of identity section* 
of this part, except that the variety name 
"American cheese" may be used for Ched¬ 
dar. washed curd, colby. or granulnr 
cheese. Any mixture of two or more of 
these varieties may. for the purposes of 
this section, be considered as a single 
variety with the name "American 
cheese". 

(7) If the particles of cheese are in 
the form of cylinders, shreds, or strings. 
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the word ‘-shredded”, or If they Are In the 
form of chips, the word “chipped” or 

chopped”, may be used In lieu of the 
word “grated” In the specified name of 
the product. 

(d)(1) If the food contains an op¬ 
tional mold-inhibiting ingredient as 
specified in paragraph (b)(1) of this sec¬ 
tion. the label shall bear the statement 

M _ added to retard mold 

growth” or “- added as a 

preservative”, the blank be ink filled in 
with the common name or names of the 
mold-inhibiting ingredients used. 

(2) If it contains an optional anticak¬ 
ing agent as specified in paragraph «b» 
(2) of this section, the label shall bear 

the statement ”_ added to 

prevent caking”, the blank being filled In 
with the common name or names of the 
anticaking agents used. 

(3) If it contains a spice as specified in 
paragraph (b)(3) of this section, the 
label shall bear the statement ”spice 
added”, “with added spice”, or “spiced 

with..”, the blank being filled 

in with the common or usual name of the 
spice used. 

(4) If it contains a flavoring substance 
as specified in paragraph (b> (4) of this 
section, the label shall bear the state¬ 
ment “flavoring added”, “with added 

flavoring”, or “flavored with_ 

-the blank being filled in with the 

common or usual name of the flavoring 
used. If the flavoring used is artificial, the 
W’ord “artificially” shall precede the 
statement “flavored with_ 

(5) If the name of one or more vari¬ 
eties of cheese used In grated cheeses 
does not appear as a part of the name of 
the food, the names of all cheese varieties 
used shall be listed in order of predom¬ 
inance by w r eight. 

<ei Tlie words and statements speci¬ 
fied in paragraph (d) of this section 
showing the optional ingredients present 
shall be listed on the principal display 
panel or panels or any appropriate Infor¬ 
mation panel without obscuring design, 
vignettes, or crowding. The declaration 
shall appear In conspicuous and easily 
legible letters of boldface print or type 
the size of which shall be not less than 
one-half of that required by Part 101 of 
this chapter for the statement of net 
quantity of contents appearing on the 
label, but In no case less than one-six¬ 
teenth of an inch in height. The entire 
declaration shall appear on at least one 
panel of the label and in lines generally 
parallel to the base on which the con¬ 
tainer rests as it is designed to be dis¬ 
played. 

§ 133.147 (•ratc'rl Amrriran rlufir food. 

Grft ted American cheese food 
is the food prepared by mixing, with or 
without the aid of heat, one or more of 
the optional cheese ingredients pre¬ 
scribed in paragraph (b) of this section 
with one or more of the optional ingre¬ 
dients prescribed in paragraph (c> or 
this section. Into a uniformly blended. 
Partially dehydrated, powdered or gran¬ 
ular mixture. 

(2) Grated American cheese food con- 
wins not less than 23 percent of milk 


fat. as determined by the methods pre¬ 
scribed in i 133.113(c). 

<b) The optional cheese ingredients 
referred to in paragraph (a) of this 
section are cheddar cheese, washed curd 
cheese, colby cheese, and granular 
cheese. 

(c) The other optional ingredients re¬ 
ferred to in paragraph (a) of this section 
are: 

(1> Nonfat dry milk. 

(2) Dried whey. 

<3) An emulsifying agent consisting 
of one or any mixture of two or more of 
the emulsifying ingredients named In 
$ 133.173<c) (1). in such quantity that 
the weight of the solids thereof is not 
more than 3 percent of the weight of the 
grated American cheese food. 

(4) An acidifying agent consisting of 
one or more of the acid-reacting in¬ 
gredients named in g 133.173<e) (2>. 

(5) Salt. 

(6) Artificial coloring. 

(d) The name of the food is “Grated 
American cheese food”. The full name 
of the food shall appear on the principal 
display panel of the label in type of uni¬ 
form size, style, and color. Wherever any 
word or statement emphasizing the name 
of any ingredient appears on the label 
(other than In an ingredient statement 
as specified in paragraph (e) of this sec¬ 
tion) so conspicuously as to be easily 
seen under customary conditions of pur¬ 
chase, the full name of the food shall 
immediately and conspicuously precede 
or follow such word or statement in type 
of at least the same size os the type used 
in such word or statement. 

(e) The common name of each of the 
Ingredients used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter, except 
that cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these may be 
designated “American cheese”. 

§ 133.1 18 Hurd crating climou 

(a' The cheeses for which definitions 
and standards of Identity arc pre¬ 
scribed by this section are hard grat¬ 
ing cheeses for w f hich specifically 
applicable definitions and standards of 
identity are not prescribed by other sec¬ 
tions of this part. They are made from 
milk and the other ingredients specified 
in this section, by the procedure set forth 
in paragraph (b) of this section. They 
contain not more than 34 percent of 
moisture, and their solids contain not 
less than 32 percent of milk fat. as de¬ 
termined by the methods prescribed in 
$ 133.113(c). Hard grating cheeses are 
cured for not less than 6 months. 

(b> Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lacUc-acid-producing bacteria 
or other harmless flavor-producing bac¬ 
teria, present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro¬ 
duces equivalent curd formation, singly 
or in any combination (with or without 


purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a sem iso lid mass. Harmless 
artificial coloring may be added. The 
mass is cut into small particles, stirred, 
and heated. The curd is separated from 
the whey, drained, shaped into forms, 
pressed, salted, and cured. The rind may 
be colored or rubbed with vegetable oil 
or both. A harmless preparation of en¬ 
zymes of animal or plant origin capable 
of aiding in the curing or development of 
flavor of hard grating cheese may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used. 

(c) For the purposes of this section, 
the w r ord “milk” means cow's milk or 
goat's milk or sheep's milk or mixtures of 
two or all of these. Such milk may be 
adjusted by separating part of the fat 
therefrom or (in the case of cow's milk) 
by adding one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk: (in the case 
of goat's milk) the corresponding prod¬ 
ucts from goat's milk: (In the case of 
sheep's milk) the corresponding products 
from sheep's milk; water in a quantity 
sufficient to reconstitute any such con¬ 
centrated or dried products used 

<d) Hard grating cheeses in the form 
of slices or cuts in consumer-sized pack¬ 
ages may contain an optional mold-in¬ 
hibiting ingredient consisting of sorbic 
acid, potassium sorbatc, sodium sorbatc, 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid. 

(e) The name of each hard grating 
cheese for which a definition and stand¬ 
ard of identity is prescribed by this sec¬ 
tion is “Hard grating cheese", preceded 
or followed by; 

(1) The specific common or usual 
name of such hard grating cheese, if 
any such name has become generally 
recognized therefor: or 

(2* If no such specific common or 
usual name has become generally recog¬ 
nized therefor, an arbitrary or fanciful 
name that is not false or misleading in 
any particular. 

(f) (1) .When milk other than cow's 

milk Is used in whole or in part, the 
name of the cheese includes the state¬ 
ment “made from_", the blank 

being filled in with the name or names 
of the milk used. In order of predomi¬ 
nance by weight. 

(2) If hard grating cheeses in sliced 
or cut form contain an optional mold- 
mhibiting ingredient as provided for in 
paragraph (d> of this section, the label 

shall bear the statement ”... 

added to retard mold growth” or 

M -added as a preservative” 

tlie blank being filled in with the com¬ 
mon name or names of the mold-inhibit¬ 
ing ingredient or Ingredients used. 

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi- 
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tlons of purchase, the words and state¬ 
ments prescribed by this section, show¬ 
ing the optional Ingredients used, shall 
immediately and conspicuously precede 
or follow such name, without tntenren- 
tng written, printed, or graphic matter. 

§133.119 Gruyere chvrme. 

(a) Gruyere cheese Is the food pre¬ 
pared from milk and other Ingredients 
specified In this section, by the proce¬ 
dure set forth in paragraph <b) of this 
section, or by another procedure which 
produces a finished cheese haring the 
same physical and chemical properties 
as the cheese produced when the proce¬ 
dure set forth in paragraph (b> of this 
section Is used. It contains not more than 
39 percent of moisture and Its solids con¬ 
tain not less than 45 percent of milk 
fat, as determined by the methods pre¬ 
scribed in | 133.113 <c>. It contains small 
holes, or eye*. It has a mild flavor, due 
In port to the growth of surface-curing 
agents. It is not less than 90 days old, 

(b) Milk, which may be pasteurised 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto; 
harmless propionic-acid-producing bac¬ 
teria may also be added. Sufficient ren¬ 
net. or other safe and suitable milk¬ 
clotting enzyme that produces equiv¬ 
alent curd formation, or both, with or 
without purified calcium chloride In a 
quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride! of the weight of the milk, is added 
to set the milk to a .semisolid mass. The 
mass is cut Into particles similar In size 
to wheat kernels. For about 30 minutes 
the particles are alternately stirred and 
allowed to settle. The temperature is 
raised to about 126* F. Stirring is con¬ 
tinued until the curd becomes firm. The 
curd is transferred to hoops or forms, 
and pressed until the desired shape and 
firmness are obtained. The cheese is 
surface-salted while held at a tempera¬ 
ture of 48 a F to 54* P for a few days. 
It is soaked for 1 day In a saturated salt 
solution. It is then held for 3 weeks in 
a salting cellar and wiped every 2 days 
with brine cloth to ensure growth of bio¬ 
logical curing agents on the rind. It is 
then removed to a heating room and held 
at progressively higher temperatures, fi¬ 
nally reaching 65* F with a relative 
humidity of 85 to 90 percent, for several 
weeks, during which time small holes, 
or so-called eyes, form. The cheese Is 
then stored at a lower temperature for 
further curing. A harmless preparation 
of enzymes of animal or plant origin 
capable of aiding in the curing or devel¬ 
opment of flavor of gruyere cheese may 
be added during the prooedure. in such 
quantity that the weight of the solids 
of such preparation is not more than 0.1 
percent of the weight of the milk used. 

(c) For the purposes of this section, 
the word “milk" means cow's milk, which 
may be adjusted by separating part of 
the fat therefrom or by adding thereto 
cream or skim milk. 

(d> Gruyere cheese in the form of 
slices or cute in consumer-sized packages 
may contain an optional mold-inhiblt- 
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lng Ingredient consisting of sorbic acid, 
potassium sorbate. sodium sorbate, or 
any combination of two or more of these, 
in an amount not to exceed 0.3 percent 
by weight, calculated as sorbic acid. 

(e)(1) If gruyere cheese in sliced or 
cut form contains an optional mold-in¬ 
hibiting ingredient as specified in para¬ 
graph <d> of this section, the label shall 

bear the statement M _added 

to retard mold growth** or "_ 

added as a preservative'*, the blank be¬ 
ing filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used. 

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statement speci¬ 
fied In this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed or graphic matter. 

§133.130 llarti 

(a) The cheeses for which definitions 
and standards of Identity are prescribed 
by this section are hard cheeses for 
which specifically applicable definitions 
and standards of Identity are not pre¬ 
scribed by other sections of this part. 
They are made from milk and the other 
Ingredients specified in this section, by 
the procedure set forth In paragraph (b> 
of this section. They contain not more 
than 39 percent of moisture, and their 
solids contain not less than 50 percent of 
milk fat. as determined by the methods 
prescribed in 5 133.113(c). If the milk 
used is not pasteurized, the cheese so 
made is cured at a temperature of not 
less than 35* F for not less than 60 days. 

(b> Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed. Is subjected to the action of 
harmless lactlc-acld-producing bacteria 
with or without other harmless flavor- 
producing bacteria, present In such milk 
or added thereto. Harmless artificial 
coloring may be added. Sufficient rennet, 
rennet paste, extract of rennet paste, or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, singly or In any combination 
(with or without purified calcium chlo¬ 
ride in a quantity not more than 0.02 per¬ 
cent. calculated as anhydrous calcium 
chloride, of the weight of the milk) is 
added to set the milk to a semisolid mass. 
TTie mass is cut into small particles, 
stirred, and heated. The curd is sepa¬ 
rated from the whey, drained, and 
shaped Into forms, and may be pressed. 
The curd is salted at some stage of the 
manufacturing process. The shaped 
curd may be cured. The rind may be 
coated with paraffin or rubbed with 
vegetable oil. A harmless preparation of 
enzymes of animal or plant origin capa¬ 
ble of aiding In the curing or develop¬ 
ment of flavor of hard cheese may be 
added during the procedure, In such 
quantity that the weight of the solids of 
such preparation Is not more than 0.1 
percent of the weight of the milk used. 
Harmless flavor-producing microorga¬ 
nisms may be added, and curing may be 
conducted under suitable conditions for 


the development of biological curing 
agents. 

(c) For the purposes of this section 

(1) The word “milk" means cows 
milk or goat’s milk or sheep’s milk or 
mixtures of two or all of these. Such 
milk may be adjusted by separating port 
of the fat therefrom, or (in the case of 
cow's milk) by adding one or more of 
the following: Cream.skim milk, concen¬ 
trated skim milk, nonfat dry milk; 
(in the case of goat’s milk) the corre¬ 
sponding products from goat’s milk; (in 
the case of sheep’s milk) the correspond¬ 
ing products from sheep's milk: water in 
a quantity sufficient to reconstitute any 
concentrated or dried products used. 

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less than 30 minutes, or for 
a time and at a temperature equivalent 
thereto in phosphatase destruction. A 
hard cheese shall be deemed not to have 
been made from pasteurized milk If 025 
gram shows a phenol equivalent of more 
than 3 micrograms, when tested by the 
method prescribed in f 133.113(f). 

<d> Hard cheeses in the form of slices 
or cuts In consumer-sized packages may 
contain an optional mold-inhibiting In¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate. sodium sorbate. or any 
combination of two or more of these, in 
an amount not to exceed 02 percent by 
weight, calculated as sorbic acid. 

(e) The name of each hard cheese for 
which a definition and standard of 
identity Is prescribed by this section is 
“Hard cheese", preceded or followed by: 

(1) The specific common or unusual 
name of such hard cheese, if any such 
name has become generally recognized 
therefor; or 

(2) If no such specific common or 
usual name has become generally rec¬ 
ognized. therefor, an arbitrary or fanci¬ 
ful name that Is not false or misleading 
in any particular. 

(f) fl) When milk other Uian cow’s 

milk is used in whole or In part, the 
name of the cheese Includes the state¬ 
ment “made from_". the blank 

being filled In with the name or names 
of the milk used, in order of predomi¬ 
nance by weight. 

(2) If hard cheeses In sliced or cut 
form contain an optional mold-inhibit¬ 
ing Ingredient as provided for in para¬ 
graph (d> of this section, the label shall 

bear the statement “_added 

to retard mold growth'’ or "- 

added as a preservative", the blank be¬ 
ing filled in with the common name or 
names of the mold-inhibiting Ingredient 
or ingredients used. 

(3) Wherever the name of the food 
appears on the label so conspicuously us 
to be easily seen under customary condi¬ 
tions of purchase, the words and state¬ 
ments prescribed by this section, show¬ 
ing the optional Ingredients used, shall 
immediately and conspicuously precede 
or follow such name, without interven¬ 
ing written, printed, or graphic matter 

§ 133.132 LimUirxrr dirc*e. 

(ft) Limburger cheese is the food pre¬ 
pared from milk and other ingredients 
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specified in this section, by the procedure 
set forth in paragraph (b) of this sec¬ 
tion. or by another procedure which 
produces a finished cheese having the 
same physical and chemical properties 
as the cheese produced when the pro¬ 
cedure set forth in paragraph fb) of this 
ection is used. It contains not more 
than 50 percent of moisture, and Its 
solids contain not less than 50 percent of 
mflk fat. as determined by the methods 
prescribed in 1133.113(c). If the milk 
used is not pasteurized, limburger cheese 
is held at a temperature of not less than 
35* F for not less than 60 days. 

fb) MUk. which may be pasteurized or 
clarified or both, is brought to a temper¬ 
ature of about 92* F and subjected to 
the action of harmless lactic-acid-pro¬ 
ducing bacteria, present in such milk or 
added thereto. Sufficient rennet, or 
other safe and suitable milk-clotting ©n- 
-yme that produces equivalent curd for¬ 
mation, or both, with or without purified 
calcium cholride in a quantity not more 
than 0.02 percent (calculated as anhy¬ 
drous calcium chloride) of the weight of 
the milk, is added to set the milk to a 
semisolid mass. The mass Is cut into cubes 
with sides approximately Vfc-inch long. 
After a few minutes the mass is stirred 
and heated, gradually racing the tem¬ 
perature to 96* F to 98* F. The curd Is 
then allowed to settle, most of the whey 
Is drained off. and the remaining curd 
and whey dipped into molds. During 
drainage the curd may be pressed. It 
Jf turned at regular intervals. After 
drainage the curd is cut Into pieces of 
desired size and dry-salted at intervals 
for 24 to 48 hours. The cheese is then 
cured with frequent applications of a 
weak brine solution to the surface, until 
the proper growth of surface-curing or¬ 
ganisms Is obtained. It Is then wrapped 
and held in storage for development of 
as much additional flavor as is desired, 
when made from pasteurized milk, the 
milk is brought to a temperature of 89* 

F to 90* F after pasteurization. A cul¬ 
ture of harmless lactic-acid-producing 
ncterla Ls added. Calcium chloride may 
be added, as to raw milk. The procedure 
then is the same as with raw milk, ex- ■ 
rept that heating is to 94* F. After most 
or the whey is drained off. salt brine at 
a temperature of 66* F to 70* F is added, 
so that the pH of the curd Is about 4 8. 
nio mixed curd, whey, and brine ls 
rjffP** 111 to molds and the same pro- 
followed as w hen raw milk is used. 

. cr Pasteurized or unpasteurized 
milk Is used, a harmless preparation of 
enzymes of animal or plant origin 
capable of aiding in the curing or devel- 
flavor of limburger cheese 
may be added during the procedure, in 

Sul nUt ? that “»• weight of the 

° f «uch preparation Ls not more 
than 0.1 percent of the weight of the mflk 

used. 

£° r toe purposes of this section: 

, ' The tford "milk" means cow's milk. 
of\h« a ^ )U4ted »>y separating part 

the fat therefrom or by adding thereto 
one or more of the following: Cream, 
•tun mOk, concentrated skim milk, non- 


fat dry milk, water in a quantity suffi¬ 
cient to reconstitute any concentrated 
skim milk or nonfat dry milk used. 

(2) Milk shall be deemed to have been 
pasteurized if It has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less titan 39 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto in phosphatase destruction. 


§ 133.153 Monterey rhre«* and in on 
terry jack cheese. 

ia) Monterey cheese, monterey Jack 
cheese ls the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It contains not more than 44 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat. as deter¬ 
mined by the methods prescribed in 
5 133.113(c). 

(b) Milk, which is pasteurized, and 
which may be clarified, is subjected to 
the action of harmless lactic-acid-pro¬ 
ducing bacteria, present in such milk or 
added thereto. Sufficient rennet, or other 
safe and suitable milk-clotting enzyme 
that produces equivalent curd formation, 
or both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal¬ 
cium chloride) of the weight of the milk, 
ls added to set the milk to a semisolid 
mass. The mass is so cut. stirred, and 
heated with continued stirring, as to pro¬ 
mote and regulate the separation of whey 
and curd. Part of the whey ls drained off. 
and water or salt brine may be added. 
The curd is drained and placed in a mus¬ 
lin or sheeting cloth, formed into a ball 
and pressed; or the curd is placed in a 
cheese hoop and pressed. Later, the cloth 
bandage Is removed, and the cheese may 
be covered with paraffin or dipped in 
vegetable oil, and may have rice flour 
sprinkled on the surface. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the 
curing or development of flavor of mon¬ 
terey cheese may be added during the 
procedure, in such quantity that the 
weight of the solids of such preparation 
Is not more than O.i percent of tho 
weight of the mflk used. 

(c) For the purposes of this section: 

(1) The word "milk** means cow’s milk, 
which may be adjusted by separating 
part of the fat therefrom or by adding 
thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry mflk. water in a quan¬ 
tity sufficient to reconstitute any con¬ 
centrated skim mflk or nonfat dry milk 
used. 

(2) Mflk shall be deemed to have been 
pasteurized if It has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto in phosphatase destruction. 
Monterey cheese shall be deemed not to 
have been made from pasteurized mflk 
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if 0.25 gram shows a phenol equivalent of 
more than 3 micros rum* when tested by 
the method prescribed in 9 133.113(f), 

(d> Monterey cheese in the form of 
slices or cuts In consumer-sized packages 
may contain an optional mold-inhibiting 
Ingredient consisting of sorbic acid, po¬ 
tassium sorbate, sodium sorbate, or any 
combination of two or more of these. In 
an amount not to exceed 03 percent by 
weight, calculated as sorbic acid. 

(e) (1) If monterey cheese in sliced or 
cut form contains an optional mold-in¬ 
hibiting ingredient os specified in para¬ 
graph (d) of this section, the label shall 

bear the statement “_added to 

retard mold growth'’ or M _added 

as a preservative”, the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or ingre¬ 
dients used. 

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement speci¬ 
fied In this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening WTitten, 
printed, or graphic matter. 

§ 133.154 flig!t'fnor«ture jack rhcr«e. 

High-moisture Jack cheese conforms to 
■ the definition and standard of identity 
and Is subject to the requirement for 
label statement of optional Ingredients 
prescribed for monterey cheese by 
$ 133.153. except that 1U moisture content 
is more than 44 percent but less than 50 
percent. 

§ 133.155 Mormrrlla rherm* and aram- 

or*« rhrrv. 

(a) Mozzarella cheese, scamorza 
cheese ls the food prepared from mflk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section. It may be 
molded Into various shapes. It contains 
more than 52 percent but not more than 
60 percent of moisture, and Its milk fat 
content, calculated on the solids basis, is 
not less than 45 percent, as determined 
by the methods prescribed in 4 133.113(c). 

(b) Mflk, which Is pasteurized, is 
warmed to approximately 88* F and sub¬ 
jected to the action of harmless lactic- 
acid-producing bacteria, which may be 
added thereto as starter. The mflk may 
be acidified with vinegar. Liquid rennet, 
or other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, or both may be added to aid 
in setting the milk to a semisolid mass. 
The mass Is cut. and it may be stirred to 
facilitate separation of whey from the 
curd. The whey is drained and the curd 
may be washed with cold water and the 
water drained off. The curd may be col¬ 
lected in bundles for further drainage 
and for ripening. The curd may be iced. It 
may be held under refrigeration, and it 
may be permitted to warm to room tem¬ 
perature and ripen further. The curd 
may be cut. It ls immersed in hot water 
or heated with steam and ls kneaded and 
stretched until smooth and free of lumps. 
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Then it is cut and molded. The molded 
curd is firmed by immersion in cold water 
and may be salted in brine and drained. 

<c> For the purposes of this section: 

<1) The word "milk" means cows 
milk, which may be adjusted by separat¬ 
ing port of the fat therefrom or by 
adding cream or skim milk or both. 

(2^ Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 145 # F for a 
period of not less than 30 minutes, or 
for a time and temperature equivalent 
thereto in phosphatase destruction. The 
finished food shall be deemed not to have 
been made from pasteurized milk if 0.25 
gram shows a phenol equivalent of more 
than 3 mlcrognum when tested by the 
method prescribed in $ 133.113(f), pro- 
volone modification. 

§ 133.156 Ixm-m«>»*turc moz/an ll t mul 

M'um»r/a rltr«»*r. 

(a) Low moisture mozzarella cheese 
is the food prepared from milk and other 
ingredients specified in this section, by 
the procedure set forth in paragraph 

(b) of thLs section, or by another pro¬ 
cedure which produces a finished cheeso 
having the same physical and chemical 
properties as the cheese produced when 
the procedure set forth in paragraph (b) 
of this section is used. It may be 
molded into various shapes. Its mois¬ 
ture content is more than 45 percent but 
not more than 52 percent, and its milk 
fat content, calculated on the solids 
basis, is not less than 45 percent, as de¬ 
termined by the method prescribed in 
5 133,113(0. 

(b> Milk, which is pasteurized, and 
which may be clarified or homogenized 
or both, and which may be warmed, is 
subjected to the action of harmless lac¬ 
tic-acjd-producing bacteria, which may 
be added thereto as starter. The milk 
may be acidified with vinegar. Rennet, 
rennet paste, extract of rennet paste, or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, singly or in any combination 
(with or without purified calcium chlo¬ 
ride in a quantity not more than 0.02 
percent, calculated as anhydrous calcium 
chloride, of the weight of the milk) is 
added to aid in setting the milk to a semi- 
solid mass. The mass is cut, stirred, 
and allowed to stand. It may be re¬ 
heated and again stirred. The whey is 
drained, and the curd may be cut and 
piled to promote further separation of 
whey. It may be washed with cold 
water and the water drained off. The 
curd may be collected in bundles for 
further drainage and ripening. The 
curd may be iced, it may be held under 
refrigeration, and it may be permitted 
to warm to room temperature and ripen 
further. The curd may be cut. It is 
immersed in hot water or heated with 
steam and is kneaded and stretched 
until smooth and free of lumps. Then it 
is cut and molded. In molding, the curd 
is kept sufficiently warm to cause proper 
sealing of the surface. The molded curd 
Is firmed by immersion in cold water and 
may be salted in brine and drained. 


(c) For the purposes of this section: 

(1) The word “milk" mean cows 
milk, which may be adjusted by sepa¬ 
rating part of the fat therefrom or by 
adding thereto one or more of the follow¬ 
ing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, and water In 
a quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used. 

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem¬ 
perature of not less than 145 F for a 
period of 30 minutes or for a time and 
temperature equivalent thereto in phos¬ 
phatase destruction. The finished food 
shall be deemed not to have been made 
from pasteurized milk if 0.25 gram shows 
a phenol equivalent of more than 3 mi¬ 
crograms when tested by the method pre¬ 
scribed in I 133.113(f). provolono modi¬ 
fication. 

(d> Low moisture mozzarella cheese, 
low moisture scamorza cheese in the form 
of slices or cuts in consumer-sized pack¬ 
ages may contain an optional mold-in¬ 
hibiting ingredient consisting of sorbic 
acid, potassium sorbate. sodium sorbate. 
or any combination of two or more of 
these in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid. 

<c> (1) If low moisture mozzarella 
cheese, low moisture scamorza cheese In 
sliced or cut form contains an optional 
mold-Inhibiting Ingredient as specified 
in paragraph (d) of this section, the label 

shall bear the statement *•- 

added to retard mold growth" or ~- 

_added as a preservative", the 

blank being filled in with the common 
name or names of the mold-inhibiting 
ingredient or ingredients used. 

(2) Wherever the name of the food 
&PI>ears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statements pre¬ 
scribed by this section, showing the op¬ 
tional Ingredient <or ingredients) used, 
shall immediately and conspicuously pre¬ 
cede or follow such name, without inter¬ 
vening written, printed, or graphic 
matter. 

g 133.15? Paii*>klm manarcHa and 
M*«mor*a rl»rcM». 

Part-skim mozzarella cheese, part- 
skim scamorza cheese conforms to tive 
definition and standard of Identity as 
prescribed for mozzarella cheese by 
$ 133.155, except that its milk fat con¬ 
tent. calculated on the solids basis, is less 
than 45 percent but not less than 30 
percent. 

§ 133.1511 Low-Mol»tore pi»rt-*kim mo*- 
* 4 in*llu and twanioria rhmr. 

Low moisture part-skim mozzarella 
cheese, low moisture part-skim scamorza 
cheese conforms to the definition and 
standard of identity and complies with 
the requirements for label declaration of 
optional ingredients prescribed for low 
moisture mozzarella cheese, low moisture 
scamorza cheese by I 133.156; except 
that its milk fat content, calculated on 
the solids basis, is less than 45 percent 
but not less than 30 percent. 


§ 133.160 MucnMcr and ra u n s I r p 
rhewf. 

(a) Muenster cheese, munster cheese, 
is the food prepared from pasteurized 
milk and other Ingredients specified in 
tills section, by the procedure set forth 
in paragraph <b> of tills section, or by 
another procedure which produces a fin¬ 
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used 
It contains not more than 46 percent of 
moisture, and its solids (contain not les* 
than 50 percent of milk fat. as deter¬ 
mined by the methods prescribed in 
f 133.113(c). 

ib) Milk, which is pasteurized or clari¬ 
fied or both, and which may be warmed, 
is subjected to the action of harmless lac- 
tlc-acld-produclng bacteria, present in 
such milk or added thereto. Harmless 
artificial coloring may be added. Suffi¬ 
cient rennet, or other safe and suitable 
mi lk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride) of the weight of the milk. Is added 
to set the milk to a semisolid mass. After 
coagulation the mass is divided into small 
portions, stirred, and heated, with or 
without dilution with water or salt brine, 
so as to promote and regulate the separa¬ 
tion of whey and curd. The curd is trans¬ 
ferred to forms permitting drainage of 
the whey. During drainage the curd may 
be pressed and turned. After drainage 
the curd is removed from the forms and 
is salted. The surface of the cheese may 
be rubbed with vegetable oil. A harm¬ 
less preparation of enzymes of animal or 
plant origin capable of aiding in the cur¬ 
ing or development of flavor of muenster 
cheese may be added during the pro¬ 
cedure, in such quantity that the weight 
of the solids of such preparation is not 
more than 0.1 percent of the weight of 
the milk used, 

(c) For the purposes of this section: 

(1) The word "milk" means cows 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by add¬ 
ing thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan¬ 
tity sufficient to reconstitute any con¬ 
centrated skim milk or nonfat dry milk 
used. 

(2) Milk shall be deemed to have been 
pasteurized If it has been held at a tem¬ 
perature of not less than 143° F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto In phosphatase destruction. 
Muenster cheese shall be deemed not to 
have been made from pasteurized mluc lj 
0.25 gram shows a phenol equivalent oi 
more than 3 micrograms when tested by 
the method prescribed in 8 133.113(f). 

(d) Muenster cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po¬ 
tassium sorbate, sodium sorbate, or any 
combination of two or more of these. In 
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an amount not to exceed 0,3 percent by 
w eight, calculated as sorbic acid. 

(e) Cl) IX muenster cheese In siloed or 
cut form contains an optional mold-in¬ 
hibiting Ingredient as specified in para¬ 
graph id) of this section, the label shall 

bear the statement "_added to 

retard mold growth" or * _added 

as a preservative", the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or ingre¬ 
dients used. 

(2> Wherever the name oX the Xood 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement speci¬ 
fied in this section, showing the optional 
Ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter. 

j§ 133.161 MiirnMrr mid mun%trr titmr 
for iiumnriirliiring. 

Muenster cheese for manufacturing 
conforms to the definition and standard 
of Identity for muenster cheese pre¬ 
scribed by 9 133.160, except that the milk 
Is not pasteurized and the provisions of 
paragraphs (d> and (e» of that section 
do not apply. 

P 133.162 Ncofrh«trl <iirr*r. 

<a Neufchatel cheese Is the soft un¬ 
cured cheese prepared by the procedure 
.set forth in paragraph fb) of this section. 
The finished neufchatel cheese contains 
not less than 20 percent but less than 33 
percent of milk fat and not more than 
C5 percent of moisture, os determined, re¬ 
spectively, by the methods prescribed 
under "Fat—Official" on page 302 and 
under "Moisture—Official" on page 301 
of “Official and Tentative Methods of 
Analysis of the Association of Official 
Agricultural Chemists" Fifth EdlUon. 
1940. < These methods appear in the 10th 
edition. 1965, p. 248, sec. 15.164; p. 247, 
sec. 15.157, respectively.) 

<bHl) One or a mixture of two or 
more of the dairy Ingredients specified 
In paragraph (b)(3) of this section Is 
pasteurized and may be homogenized. To 
•such ingredient or mixture harmless 
lactic-acid-producing bacteria, with or 
without rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, are 
added and it Is held until it becomes 
coagulated. The coagulated mass may be 
vanned; it may be stirred; it is then 
drained. The moisture content may be 
adjusted with cheese whey, concentrated 
cheese whey. dried cheese whey, or re¬ 
constituted cheese whey prepared by ad¬ 
dition of water to concentrated cheese 
jyhey or dried cheese whey. The curd may 
he pressed, chilled, worked, seasoned 
* Ith salt; it may be heated, with or with¬ 
out addition of one or more of the dAlry 
ingredient* specified in paragraph <b> 
'3^of this section, until it becomes fluid, 
nna It may then be homogenized or 
otherwise mixed. 

(2X1) in the preparation of neuf¬ 
chatel cheese, one or any mixture of two 
or more of the optional ingredients gum 
Jjaraya. tfum tragneanth. carob bean 
sum, guar gum, carrageenan, gelatin. 


algln <sodium alginate), propylene gly¬ 
col alginate, or xan than gum may be 
used; but the quantity of any such in¬ 
gredient or mixture is such that the 
total weight of solids contained therein 
is not more than 0.5 percent by weight of 
the finished neufchatel cheese. 

(11) When one or more of the optional 
ingredients in paragraph (b)(2) (!) of 
this section are used, dioctyl sodium 
sulfosuccinate complying with the re¬ 
quirements of 9 172.810 of this chapter 
may be used in a quantity not in excess 
of 0.5 percent by weight of such ingre¬ 
dients. 

<3j The dairy ingredients referred to 
in paragraph(b)(1) of this section are 
cream, plastic cream, milk, skim milk, 
concentrated milk, concentrated skim 
milk, and nonfat dry milk. If concen¬ 
trated milk, concentrated skim milk, or 
nonfat dry milk is used, water may be 
added in a quantity not in excess of that 
removed when the milk or skim milk was 
concentrated or dried. 

(4> For the purposes of this section 
the term “milk" means sweet milk of 
cow's; “skim milk" means milk from 
which the milk fat has been separated, 
and "concentrated skim milk" means 
skim milk from which a portion of the 
water has been removed by evaporation. 

(c) When used in the food, salt, bac¬ 
terial culture, and enzymes as provided 
for in paragraph (b)(1) of this section 
and each of the ingredients listed in par¬ 
agraph (b) (2) and <3> of this section 
shall be declared by common name on 
the label as required by the applicable 
sections of Part 101 of this chapter ex¬ 
cept that: 

(1) Any cream as defined in Part 131 
of this chapter and plastic cream may be 
declared as "cream". 

(2) Concentrated milk and reconsti¬ 
tuted milk prepared by addition of w*ater 
to concentrated milk may be declared as 
“milk". 

(3> Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to concen¬ 
trated skim milk or nonfat dry milk may 
be declared as "skim milk". 

(4> Bacterial cultures may be declared 
as "cheese culture" or by the wwd "cul¬ 
tured" followed by the name of the sub¬ 
strate, c.g.. "made from cultured cream". 

(5) Milk clotting enzymes may be de¬ 
clared by the word “enzymes". 

§ 133.161 N’n>«oHi! rlifrur. 

(a) Nu world cheese is the food pre¬ 
pared from milk and other ingredients 
specified in thLs section, by the procedure 
set forth in paragraph <b) of this section, 
or by another procedure which produces 
n finished cheese having the same physi¬ 
cal and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph <b> of this section is used. 

It is characterized by the presence of 
creamy-white mold throughout the 
cheese. It contains not more than 46 
percent of moisture and its solids con¬ 
tain not less than 50 percent of milk fat, 
as determined by the methods prescribed 
in 9 133.113(c). It is not less than 60 
days old. 


(b* Milk, which may be pasteurized or 
clarified or both, which may be wanned, 
and which may be homogenized, is sub¬ 
jected to the action of harmless lactic- 
acid-producing bacteria, present in such 
milk or added thereto. Harmless artificial 
green or blue coloring, in a quantity 
which neutralises any natural yellow col¬ 
oring in the curd, may be added. Suffi¬ 
cient rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in a 
quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride) of the weight of milk, is added to 
set the milk to a semisolid mass. The 
mass is cut into smaller portions and 
allowed to stand for a time. The mixed 
curd and whey is placed in forms permit¬ 
ting further drainage. While being placed 
in forms, spores of a white mutant of the 
mold Penicillium roQue/ortii are added. 
The forms are turned several times dur¬ 
ing drainage. When sufficiently drained, 
the shaped curd is removed from the 
form and salted with dry salt or brine. 
Perforations are then made in the shaped 
curd, and it is held at a temperature of 
approximately 50* F. at DO percent to 85 
percent relative humidity, until the char¬ 
acteristic mold growth has developed. 
During storage, the surface of the cheese 
may be scraped to remove surface growth 
of undesirable microorganisms. A harm¬ 
less preparation of enzymes of animal or 
pUnt origin capable of aiding in the cur¬ 
ing or development of flavor of nuwnorld 
cheese may be added during the proce¬ 
dure, in such quantity that the weight of 
the solids of such preparation is not more 
than 0.1 percent of the weight of the 
milk used. 

<c> For the purposes of this section, 
the word "milk" means cow 's milk, which 
may be adjusted by separating part of 
the fat therefrom or by adding thereto 
one or more of the following: Cream, 
concentrated skim milk, nonfat dry milk, 
water in a quantity sufficient to recon¬ 
stitute any concentrated skim milk or 
nonfat dry milk used. 

§ 133.16.? Parmr»j»n and reggiano 
chcn**. 

i a> Parmesan cheese, reggtano cheese. 

Is the food prepared from milk and other 
ingredients specified In this section, by 
the procedure set forth in paragraph <b) 
of this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical proper¬ 
ties as the cheese produced when the 
procedure set forth in paragraph <b> of 
tills section is used. It is characterized by 
a granular texture and a hard and brittle 
rind. It grates readily. It contains not 
more than 32 percent of moisture, and Us 
solids contain not less than 32 percent 
of milk fat. as determined by the meth¬ 
ods prescribed in 9 133.113(c). It is cured 
for not less than 10 months. 

<to> Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lac tic-acid-producing bacteria, 
present in such milk or added thereto. 
Sufficient rennet, or other safe and suit¬ 
able milk-clotting enzyme that produces 
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equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride > of the weight of the milk, is added 
to set the milk to a semisolid mass. Harm¬ 
less artificial coloring may be added. The 
mass Ls cut into pieces no larger than 
wheat kernels, heated, and stirred until 
the temperature reaches between 115 F 
and 125 F. The curd is allowed to settle 
and is then removed from the kettle or 
vat. drained for a short time, placed in 
hoops, and pressed. The pressed curd Is* 
removed and salted in brine, or dry- 
salted. The cheese is cured In a cool, 
ventilated room. The rind of the cheese 
may be coated or colored. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the 
curing or development of flavor of par- 
mesan cheese may be added during the 
procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the weight 
of the milk used. 

(c)(1) For the purposes of this sec¬ 
tion. the word "milk" means cow's milk, 
which may be adjusted by separating 
part of the fat therefrom or by adding 
thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan¬ 
tity sufficient to reconstitute any con¬ 
centrated skim milk or nonfat dry milk 
used. 

(2) Such milk may be bleached by the 
use of benzoyl peroxide or a mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbo¬ 
nate: but the w r elght of the benzoyl per¬ 
oxide is not more than 0.002 percent of 
the weight of the milk bleached, and the 
weight of the potassium alum, calcium 
sulfate, and magnesium carbonate, singly 
or combined, is not more than six times 
the weight of the benzoyl peroxide used. 
If milk is bleached in this manner, suf¬ 
ficient vitamin A is addea to the curd to 
compensate for the vitamin A or its pre¬ 
cursors destroyed in the bleaching proc¬ 
ess. and artificial coloring is not used. 

<d> Parmesan cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po¬ 
tassium sorbate. sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e)(1) If the milk used is bleached, 
the label shall bear the statement "Milk 
bleached with benzoyl peroxide.'' 

(2) If parmesan cheese in sliced or cut 
form contains an optional mold-inhibit¬ 
ing ingredient as provided for In para¬ 
graph (d> of this section, the label shall 

bear the statement " - added 

to retard mold growth" or " .. 

added as a preservative’', the blank being 
filled in with the common name or names 
of the mold-inhibiting ingredient or in¬ 
gredients used. 

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the words and state¬ 
ments prescribed by this section, showing 


the optional ingredients used, shall im¬ 
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter. 

§ 133.167 Foilruri/cd hlrudrd rhmf. 

Pasteurized blended cheese conforms 
to the definition and standard of iden¬ 
tity. and is subject to the requirements 
for label statement of optional ingredi¬ 
ents, prescribed for pasteurized process 
cheese by $ 133.109. except that : 

(a) In mixtures of two or more 
cheeses, cream cheese or neufehatei 
cheese may be used. 

(b> None of the ingredients prescribed 
or permitted for pasteurized process 
cheese by $ 133.1C9 ic) and <d) <1) Is 
used. 

<c) In case of mixtures of two or more 
cheeses containing cream cheese or neuf- 
chatel cheese, the moisture content is 
not more than the arithmetical average 
of the maximum moisture contents pre¬ 
scribed by the definitions and standards 
of identity for the varieties of cheeses 
blended, for which such limits have been 
prescribed. 

<d) The word "process" is replaced by 
the word "blended" in the name pre¬ 
scribed by g 133.169(e>. 

g 133.168 PnMruriziHl blended rliww 
*ith fruit*, vegetable*, or meat*, 

(a) Pasteurized blended cheese with 
fruits, vegetables, or meats or mixtures 
of these is the food which conforms 
to the definition and standard of iden¬ 
tity. and is subject to the requirements 
for label statement of optional ingredi¬ 
ents. prescribed for pasteurized blended 
cheese by $ 133.167, except that: 

(1) Its moisture content may be 1 
percent more, and the milk fat content 
of its solids may be l percent less, than 
the limits prescribed by g 133.167 for 
moisture and milk fat in the correspond¬ 
ing pasteurized blended cheese. 

(2> It contains one or any mixture of 
two or more of the following: Any prop¬ 
erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable: any properly 
prepared cooked or canned meat. 

(3) When the added fruits, vegetables, 
or meats contain fat, the method pre¬ 
scribed for the determination of fat by 
1133.113(c) is not applicable. 

(b) The name of a pasteurized blended 
cheese with fruits, vegetables, or meats 
is the name prescribed by g 133.167 for 
the applicable pasteurized blended 

cheese, followed by the term "with- 

_", the blank being filled In with the 

common or usual name or names of the 
fruits, vegetables, or meats used, in order 
of predominance by weight. 

§ 133.160 l'#»lt'ururd prorew 

(a)(1) Pasteurized process cheese is 
the food prepared by comminuting and 
mixing, with the aid of heat, one or more 
cheeses of the same or two or more vari¬ 
eties, except cream cheese, neufehatei 
cheese, cottage cheese, lowfat cottage 
cheese, cottage cheese dry curd, cook 
cheese, hard grating cheese, scmlsoft 
part-skim cheese, part-skim spiced 


cheese, and skim milk cheese for manu¬ 
facturing with an emulsifying agent pre¬ 
scribed by paragraph (c) of this section 
into a homogeneous plastic mass. One or 
more of the optional ingredients desig¬ 
nated in paragraph (d) of this section 
may be used. 

(2) During its preparation, pasteur¬ 
ized process cheese is heated for not less 
than 30 seconds at a temperature of not 
less than 150* F. When tested for phos¬ 
phatase by the method prescribed in 
g 133.113(f), the phenol equivalent of 
0.25 gram of pasteurized process cheese is 
not more than 3 micrograms. 

(3) (1) The moisture content of a pas¬ 
teurized process cheese made from a 
single variety of cheese is not more than 
1 percent greater than the maximum 
moisture content prescribed by the defi¬ 
nition and standard of identity, if any 
there be. for the variety of cheese used; 
but In no case is more than 43 percent, 
except that the moisture content of pas¬ 
teurized process washed curd cheese or 
pasteurized process colby cheese is not 
more than 40 percent; the moisture con¬ 
tent of pasteurized process swlss cheese 
or pasteurized process gruyerc cheese is 
not more than 44 percent; and the mois¬ 
ture content of pasteurized process 11m- 
burger cheese is not more than 51 
percent. 

(ii) The fat content of the solids of a 
pasteurized process cheese made from a 
single variety of cheese is not less than 
the minimum prescribed by the defini¬ 
tion and standard of Identity, if any 
there be. for the variety of cheese used, 
but in no case is less than 47 percent; 
except that the fat content of the solids 
of pasteurized process swlss cheese is 
not less than 43 percent, and the fat con¬ 
tent of the solids of pasteurized proce. 4 ^ 
gruyerc cheese is not less than 45 
percent. 

(4) (i) The moisture content of a 
pasteurized process cheese made from 
two or more varieties of cheese is not 
more than 1 percent greater than the 
arithmetical average of the maximum 
moisture contents prescribed by the 
definitions and standards of identity, If 
any there be, for the varieties of cheese 
used; but in no case is the moisture con¬ 
tent more than 43 percent, except that 
the moisture content of a pasteurized 
process cheese made from two or more 
of the varieties cheddar cheese, washed 
curd cheese, colby cheese, and granular 
cheese Is not more than 40 percent, and 
the moisture content of a mixture of 
sw r Lss cheese and gruyere cheese Ls not 
more Umn 44 percent. 

(11) The fat content of the solids of 
a pasteurized process cheese made from 
two or more varieties of cheese is not 
less than the arithmetical average of the 
minimum fat contents prescribed by the 
definitions and standards of identity, if 
any there be. for the varieties of cheese 
used, but in no case is less than 47 per¬ 
cent, except that the fat content of the 
solids of a pasteurized process gruyere 
cheese made from a mixture of Swiss 
cheese and gruyerc cheese is not less 
than 45 percent. 
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<5> Moisture and fat are determined • 3 1 Water, 

by the methods prescribed in § 133.113(c) (4 • 8alt. 

<6) The weight of each variety of (5) Harmless artificial coloring, 

cheese in a pasteurized process cheese (6> Spices or flavorings, other than 

made from two varieties of cheese is not any which singly or in combination with 
less than 25 percent of the total weight other ingredients simulate the flavor of 
of both, except that the weight of blue a cheese of any age or variety, 
cheese, nuworld cheese, roquefort cheese. <7) Pasteurized process cheese in the 
or gorgonzola cheese is not less than 10 form of slices or cuts in consumer-sized 
percent of the total weight of both, and packages may contain an optional mold- 
the weight of limburger cheese is not less inhibiting ingredient consisting of not 
than 5 percent of the total weight of both, more than 0.2 percent by weight of sorbic 
The weight of each variety of cheese in a acid, potassium sorbatc. sodium sorbate. 
pasteurized process cheese made from or any combination of two or more of 
three or more varieties of cheese is not these, or consisting of not more than 0.3 
less than 15 percent of the total weight percent by weight of sodium propionate, 
of all. except that the weight of blue calcium propionate, or a combination of 
cheese, nuworld cheese, roquefort cheese, sodium propionate and calcium propio- 
or Korgonzola cheese is not less than 5 nate. 

percent of the total w r eight of all, and the <8> Pasteurized process cheese in the 
weight of limburger cheese is not less form of slices or cuts In consumer-sized 
than 3 percent of the total weight of all. packages may contain lecithin as an op- 
Thcse limits do not apply to the quantity tlonal anti-sticking agent In an amount 
of eheddor cheese, washed curd cheese, not to exceed 0.03 percent by weight of 
colby cheese and granular cheese in mix- the finished product, 
turn which are designated as “Ameri- (9) Safe and suitable enzyme modified 
can cheese** as prescribed in paragraph cheese. 

<e> (2) (ID of this section. Such mix- <e> The name of a pasteurized process 
tures are considered as one variety of cheese for which a definition and stand- 
cheese for the purposes of this paragraph ard of identity is prescribed by this sec- 

tion is as follows: 

<7> For the purposes of this section. <1> In case It is made from a single 
Cheddar cheese for manufacturing, variety of cheese, its name is “Pasteurized 

uAshed curd cheese for manufacturing, process_cheese**, the blank 

colby cheese for manufacturing, granu- being filled in with the name of the va- 
htr cheese for manufacturing, brick riety of cheese used, 
cheese for manufacturing, muenster (2) In case it is made from two or 
cheese for manufacturing, and swiss more varieties of cheese, its name is 

cheese for manufacturing are considered ' Pasteurized process _ and 

as Cheddar cheese, washed curd cheese. .-.. cheese**, or “Pasteurized 

colby cheese, granular cheese, brick process_blended with. 

cheese, muenstcr cheese, and swiss __cheese”, or “Pasteurized process 

cheese respectively. blend of..and.. 

<b» Pasteurized process cheese may be cheese**, the blanks being filled in with 
smoked, or the cheese or cheeses from the names of the varieties of cheeses 
which it is made mnv be smoked, before used, in order of predominance by 
comminuting and mixing, or It may con- weight; except that: 

Prepared by condensing (l> in case It Is made from gruyere 
45. U " 8 722? smolte . cheese and swiss cheese, and the weight 

. ,' The emulsifying agent referred of gruyere cheese Is not less than 25 per- 

to in paragraph (a) of this section Is cent of the weight of both. It may be 

♦v, e ® ^ wo or morc ot designated “Pasteurized process gruyere 

tne following: Monosodium phosphate, cheese": and 

te nh^n^ Um 10 case « «• "‘“dc of cheddar 

rnetaplio«uhate U ?^h!^ ^ chccfte - washed curd cheese, colby cheese. 

Plate) sod I um *^acld” nvmnh^fnha?/ or granular cheese or any mixture of two 
Mraaodlum ' or morc ot « may be designated 

unmUmin phMDha^ ^dlom "Pasteurized process American cheese": 

potassium or when Cheddar cheese, washed curd 

SS3SSTSrt«£cheese, colby cheese, granular cheese, or 
tartrate ^ tnlurh^i^tit? any mixture of two or morc of these Is 

welaht Af h. t T nt, ‘ J th ,“^ H 1 ® combined with other varieties of cheese 

S tn the cheese Ingredient, any of such 

* eight of th * cheeses or such mixture may be deslg- 

'd . The opuSS^SSS^rS^d nated “ ' Amer,can chcesc " 
to in paragraph (a) of this section are: name of the food shall* appear 

< 1 * An acidifying agent consisting of on Principal display panel of the label 
one or any mixture of two or more of in of uniform size, style, and color, 
the following: A vinegar, lactic acid, cit- Wherever any word or statement empha¬ 
tic acid, acetic acid, and phosphoric acid, B W n * name of any ingredient ap- 
» such quantity Uiat the pH of the pas- ***** °n the label (other than in an in- 
teurized process cheese Is not below 5.3. Kredient statement as specified in para- 
<2) Cream, anhydrous mllkfat. de- of this section) so conspicu- 

hydrated cream, or any combination of ousl y as to be easily seen under custo- 
two or more of these, in such quantity mai T conditions of purchase, the full 
that the weight of the fat derived there- namc of the food shall immediately and 
rrom is less than 5 percent of the weight conspicuously precede or follow such 
J e pasteurized process cheese. word or statement In type of at least the 


same size as the type used in such word 
or statement. 

(f) The name of the food shall include 
a declaration of any flavoring, includ¬ 
ing smoke and substances prepared by 
condensing or precipitating wood smoke, 
that characterizes the product as speci¬ 
fied in 1101.22 of this chapter and a dec¬ 
laration of any spice that characterizes 
the product. 

(g) The common name of each of the 
ingredients used shall be declared on 
the label os required by the applicable 
sections of Part 101 of this chapter ex¬ 
cept that: 

(1) Artificial coloring need not be 
declared. 

(2> If the cheese ingredient contains 
cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese or such mixture may be desig¬ 
nated as “American cheese**. 

§ 133.170 Pu*lt*urixc«! prornu rltffM* 
* hli fruit*, vegetable*, or meat*. 

«a> Unless a definition and standard 
of Identity specifically applicable is 
established by another section of this 
part, a pasteurized process cheese with 
fruits, vegetables, or meats or mix¬ 
ture of these is a food which conforms to 
the definition nnd standard of identity, 
and is subject to the requirements for 
label statement of optional Ingredients, 
prescribed for pasteurized process cheese 
by $ 133.169. except that : 

Hi Its moisture content may be 1 
percent more, and the milk fat content 
of its solids may be 1 percent less than 
the limits prescribed by S 133.169 for 
moisture and fat In the corresponding 
pasteurized process cheese. 

(2) It contains one or any mixture of 
two or morc of the following: Any prop¬ 
erly prepared cooked, canned, or dried 
fruit: any properly prepared cooked, 
canned, or dried vegetable; any properly 
prepared cooked or canned meat. 

<3» When the added fruits, vegetables, 
or meats contain fat, the method pre¬ 
scribed for the determination of fat by 
4 133.113(c) is not applicable. 

(b) The name of a pasteurized process 
cheese with fruits, vegetables, or meats Is 
\he name prescribed by 4 133.169 for the 
applicable pasteurized process cheese. 

followed by the term “with_**, 

the blank being filled In with the com¬ 
mon or usual name or names of the 
fruits, vegetables, or meats used, in order 
of predominance by weight. 

§ 133.171 I'dMruri/rd |»rt>rr** nititmtu 
rltcei*. 

Pasteurized process pimento cheese is 
the food which conforms to the defini¬ 
tion and standard of Identity for pasteur¬ 
ized process cheese with fruits, vege¬ 
tables. or meats, and is subject to the re¬ 
quirement for label statement of 
optional ingredients, except that: 

(a) Its moisture content is not more 
than 41 percent, and the fat content of 
its solids is not less than 49 percent. 

(b) The cheese Ingredient is cheddar 
cheese, washed curd cheese, colby cheese, 
granular cheese or any mixture of two 
or more of these In any proportion. 


FEOERAl REGISTER VOL 41, NO. 50—TUESDAY, MARCH 15, 1977 














14386 


RULES AND REGULATIONS 


(c) For the purposes of tills section. 
Cheddar cheese for manufacturing, 
washed curd cheese for manufacturing, 
colby cheese for manufacturing, and 
granular cheese for n\anufacturing shall 
be considered as Cheddar cheese, washed 
curd cheese, colby cheese, and granular 
cheese, respectively. 

(d) The only fruit, vegetable, or meat 
Ingredient is pimentos in such quantity 
that the weight of the solids thereof Is 
not less than 0.2 percent of the weight 
of the finished pasteurized process pi¬ 
mento cheese. 

(e) The optional Ingredients desig¬ 
nated in l 133.169 <b) and (d) (6) are 
not used. 

'(f) The mandatory Ingredient pimen¬ 
to need not be declared In the Ingredi¬ 
ent statement required by | 133.169(g). 

§ 133.173 PuMrurlml proct^i chcMf 
food. 

(а) (1) A pasteurized process cheese 
food is the food prepared by comminut¬ 
ing and mixing, with the aid of heat, one 
or more of the optional cheese Ingredi¬ 
ents prescribed In paragraph (c) of this 
section, with one or more of the optional 
dairy Ingredients prescribed in para¬ 
graph (d) of this section. Into a homo¬ 
geneous plastic mass. One or more of 
the optional Ingredients specified In 
paragraph (e) of this section may be 
used. 

(2) During its preparation, a pasteur¬ 
ized process cheese food Is heated for not 
less than 30 seconds, at a temperature of 
not less than 150* F. When tested for 
phosphatase by the method prescribed to 
§ 133.113(f). the phenol equivalent of 0.25 
gram of pasteurized process cheese food 
is not more than 3 micrograms. 

(3) The moisture content of a pas¬ 
teurized process cheese food Is not more 
than 44 percent, and the fat content is 
not less than 23 percent 

(4) Moisture and fat are determined 
by the methods prescribed In 1133.113 

(c), except that In determining moisture 
the loss In weight which occurs In drying 
for 5 hours, under the conditions pre¬ 
scribed in such method, is taken as the 
weight of moisture. 

(5) The weight of the cheese ingredi¬ 
ent prescribed by paragraph (a)(1) of 
this section constitutes not less than 
51 percent of the weight of the finished 
pasteurized process cheese food. 

(б) The weight of each variety of 
cheese in a pasteurized process cheese 
food made with two varieties of cheese 
1s not less than 25 percent of the total 
weight of both, except that the weight 
of blue cheese, nuworld cheese, roquefort 
cheese, gorgonzola cheese, or limburgcr 
cheese U not less than 10 percent of the 
total weight of both. The weight of each 
variety of cheese in a pasteurized process 
cheese food made with three or more 
varieties of cheese Is not less than 15 per¬ 
cent of the total weight of all, except 
that the weight of blue cheese, nuworld 
cheese, roquefort cheese, gorgonzola 
cheese, or llmburger cheese U not less 
than 5 percent of the total weight of all. 
These limits do not apply to the quan¬ 
tity of Cheddar cheese, washed curd 
cheese, colby cheese, and granular cheese 
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In mixtures which are designated as 
“American cheese** as prescribed In para¬ 
graph (h)(5) of this section. Such mix¬ 
tures are considered as one variety of 
cheese for the purposes of this subpara¬ 
graph. 

(7) For the purposes of this section. 
Cheddar cheese for manufacturing, 
washed curd cheese for manufacturing, 
colby cheese for manufacturing, granu¬ 
lar cheese for manufacturing, brick 
cheese for manufacturing, muenster 
cheese for manufacturing, and swl&s 
cheese for manufacturing are considered 
as Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, brick 
cheese, muenster cheese, and swlss 
cheese, respectively. 

<b) Pasteurized process cheese food 
may be smoked, or the cheese or 
cheeses from which It Is made may be 
smoked, before comminuting and mixing, 
or It may contain substances prepared 
by condensing or precipitating wood 
smoke. 

(c> The optional cheese Ingredients 
referred to to paragraph (a) of this 
section are one or more cheeses of the 
same or two or more varieties, except 
cream cheese, neufchatel cheese, cottage 
cheese, creamed cottage cheese, cook 
cheese, and skim-milk cheese for manu¬ 
facturing. and except that hard grating 
cheese, scmlsoft part skim cheese, and 
part-sklm spiced cheese are not used 
alone or In combination with each other 
as the cheese Ingredient. 

(d) The optional dairy Ingredients re¬ 
ferred to to paragraph (a) of this sec¬ 
tion arc cream, milk, skim milk, butter¬ 
milk, cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous mllkfat, dehydrated 
cream, albumin from cheese whey, and 
skim milk cheese for manufacturing. 

(e) The other optional ingredients 
referred to In paragraph (a) of this 
section are: 

(1) An emulsifying agent consisting 
of one or any mixture of two or more of 
the following: Monosodium phosphate, 
disodium phosphate, dipotassium phos¬ 
phate, trisodium phosphate, sodium 
metaphosphate (sodium hexametaphos- 
phate), sodium acid pyrophosphate, 
tctraaodlum pyrophosphate, sodium 
aluminum phosphate, sodium citrate, 
potassium citrate, calcium citrate, so¬ 
dium tartrate, and sodium )>otassiuin 
tartrate. In such quantity that the 
weight of the solldt of such emulsifying 
agent is not more than 3 percent of the 
weight of the pasteurized process cheese 
food. 

(2) An acidifying agent consisting of 
one or any mixture of two or more of the 
following: A vinegar, lactic acid, citric 
acid, acetic acid, and phosphoric acid to 
such quantity that the pH of the pasteur¬ 
ized process cheese food is not below 5.0. 

(3) Water. 

(4> Salt. 

(5) Harmless artificial coloring. 

(6> Spices or flavorings other than 
any which singly or to combination with 
other ingredients simulate the flavor of 
cheese of any age or variety. 

(7) Pasteurized process cheese food to 
the form of slices or cuts to coruumer- 
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sized packages may contain on optional 
mold-inhibiting Ingredient consisting of 
not more than 0.2 percent by weight of 
sorbic add. potassium sorbate, sodium 
sorbate, or any combination of two or 
more of these, or consisting of not more 
than 0.3 percent by weight of sodium 
propionate, calcium propionate, or a 
combination of sodium propionate and 
calcium propionate. 

(8) Pasteurized process cheese food In 
the form of slices or cuts in consumer- 
sized packages may contain lecithin os 
an optional anti-sticking agent In an 
amount not to exceed 0.03 percent by 
weight of the finished product. 

(9) Safe and suitable enzyme modified 
cheese. 

(f) The name of the food is “Pasteur¬ 
ized process cheese food**. The full name 
of the food shall appear on the principal 
display panel of the label to type of uni¬ 
form size, style, and color. Wherever any 
word or statement emphasizing the name 
of any Ingredient appears on the label 
(other than to an Ingredient statement 
as specified to paragraph (h) of this sec¬ 
tion) so conspicuously as to be easily 
seen under customary conditions of pur¬ 
chase. the full name of the food shall 
Immediately and conspicuously precede 
or follow such word or statement to type 
of at least the same size as the type used 
to such word or statement. 

(g) The name of the food shall In¬ 
clude a declaration of any flavoring. 
Including smoke and substances pre¬ 
pared by condensing or precipitating 
wood smoke, that characterizes the prod¬ 
uct as specified to i 101.22 of this chapter 
and a declaration of any spice that char¬ 
acterizes the product 

(h) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter, except 
that: 

(1) Plastic cream and dried cream may 
be declared as “cream**. 

(2) Concentrated milk and dried milk 
may be declared as “milk**. 

(3) Concentrated skim milk and non¬ 
fat dry milk may be declared as “skim 
milk”. 

<4) Cheese whey, concentrated cheese 
whey, and dried cheese whey may be 
declared as "whey”. 

(5) If the cheese Ingredient contains 
Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese or such mixture may be desig¬ 
nated as “American cheese*’. 

§ 133.174 P««.I<Mirizrd procc** rlircM 1 
food unit fruit-, vegetable** 
meat*. 

fa) Pasteurized process cheese food 
with fruits, vegetables, or meats, or mix¬ 
tures of these Is the food which conforms 
to the definition and standard of Iden¬ 
tity. and Is subject to the requirements 
for label statement of optional Ingredi¬ 
ents. prescribed for pasteurized process 
cheese food by S 133.173, except that: 

(1) Its milk fat content Is not less 

than 22 percent. 

(2) It contains one or any mixture of 
two or more of the following: Any prop- 
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erljr prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable; any properly 
prepared cooked or canned meat. 

<3> When the added fruita, vegetables, 
or meats contain fat. the method pre¬ 
scribed for the determination of fat by 
5 133.113(c) is not applicable. 

‘b> The name of a pasteurized process 
cheese food with fruits, vegetables, or 
meats is "Pasteurized process cheese food 

with-", the blank being filled 

In with the common or usual name or 
names of the fruits, vegetables, or meats 
used. In order of predominance by 
weight 

fc) If the only vegetable ingredient is 
pimento, and no meat or fruit ingredient 
u used, the weight of the solids of such 
pimentos is not less than 0.2 percent of 
the weight of the finished food. The 
name of this food is "Pimento pasteur¬ 
ized process cheese food" or "Pasteurized 
process pimento cheese food". 

§ 133.175 Pu«*lruri/.«'<l rhc«**r nprt*ad. 

Pasteurized cheese spread is the food 
which conforms to the definition and 
xtandaxd of Identity, and is subject to 
the requirements of label statement of 
optional ingredients, prescribed for pas¬ 
teurized process cheese spread by 
1133.179. except that no emulsifying 
agent as prescribed by f 133.179(e) Is 

■I .od 

133.176 l*u*lruri/.r<l rhrfsc »|>r<-ml 
with fruits vegetable*, or meat*. 

(a) Pasteurized cheese spread with 
fruits, vegetables, or meats or mixtures 
of these is the food which conforms to 
the definition and standard of identity 
and is subject to the requirements for 
label statement of optional Ingredients 
prescribed for pasteurized cheese spread 
by * 133.175, except that: 

<1> It contains one or any mixture of 
two or more of the following: Any prop¬ 
erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable; any properly 
Prepared cooked or canned meat. 

♦2) When the added fruits, vegetables, 
or meats contain fat. the method pre¬ 
scribed for the determination of fat by 
1133.113(c) is not applicable. 

lb) The name of a pasteurized cheese 
?.£ rcat * fruits, vegetables, or meats is 

‘ Pasteurized cheese spread with__ 

--*\ the blank being filled In with 

the name or names of the fruits, vege¬ 
tables, or meats used, in order of pre¬ 
dominance by weight. 

^ 133.178 PaMniriAnl ncufrltntrl rliirm- 
tpreari nith other food*. 

( axi> Pasteurized neufchatol cheese 
spread with other foods is the class of 
foods each of which is prepared by mix¬ 
ing, with the aid of heat, neufclxatel 
cheese with one or a mixture of two or 
more properly prepared foods (except 
other cheeses), such as fresh, cooked, 
canned, or dried fruits or vegetables; 
cooked or canned meats; relishes, pickles 
or other foods suitable for blending with 
neufchatel cheese. It may contain one 
l>r uny mixture of two or more of the op¬ 
tional Ingredients named In paragraph 


<b) of this section. The amount of the 
added food or foods must be sufficient 
to so differentiate the blend that it does 
not simulate ncufchatel cheese. It is 
spreadable at 70* F. 

(2) During its preparation the mixture 
is heated for not less than 30 seconds at 
a temperature of not less than 160" F. 
When tested for phosphatase by the 
method prescribed In 1133.113(f), the 
phenol equivalent of 0.25 gram of such 
food Is not more than 3 micrograms. 

<3> (!) No water other than that con¬ 
tained in the ingredients used is added 
to this food, but the moisture content in 
no case is more than 65 percent. 

(ii> The milk fat is not less than 20 
percent by weight of the finished food. 

<b) The optional ingredients referred 
to in paragraph (a) of this section are: 

(1) (1) One or any mixture of two or 
more of the following: Gum karaya, gum 
tragacanth. carob bean gum, gelatin, 
algin (sodium alginate), propylene gly¬ 
col alginate, guar gum. sodium carboxy- 
methylcellulose (cellulose gum), car¬ 
rageenan, oat gum. or x an than gum. Tho 
total quantity of any such substances, 
including that contained in the ncufcha¬ 
tel cheese, is not more than 0.8 percent 
by weight of the finished food. 

(il) When one or more of the optional 
ingredients in paragraph (b)(1) <i> of 
this section are used, dioctyl sodium 
sulfosuccinate complying with the re¬ 
quirements of | 172.810 of this chapter 
may be used In a quantity not in excess 
of 0.5 percent by wetght of such ingredi¬ 
ents. 

(2) Artificial coloring, unless such ad¬ 
dition conceals damage or inferiority or 
makes the finished food appear better 
or of greater value than it Is. 

(3> An acidifying agent consisting of 
one or a mixture of tw r o or more of the 
following: A vinegar, acetic acid, lactic 
acid, citric acid, phosphoric acid. 

(4) A sweetening agent consisting of 
one or a mixture of two or more of the 
following: 8ugar, dextrose, com sirup, 
com sirup solids, glucose sirup, glucose 
sirup solids, maltose, malt sirup, hy¬ 
drolyzed lactose. 

Cream, milk, skim milk, butter¬ 
milk. cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous milk/at. dehydrated 
cream, and albumin from cheese whey. 

(c> The name of the food is 
"pasteurized Neufch&tel cheese spread 

with -" or "pasteurized 

Neufchfttel cheese spread and_ 

-the blank being filled in with the 

common names of the foods added. In 
order of predominance by weight. The 
full name of the food shall appear on 
the principal display panel of the label 
in type of uniform size, style, and color. 
'Wherever any word or statement empha¬ 
sizing the name of any ingredient ap¬ 
pears on the label (other than in an 
ingredient statement as specified in para¬ 
graph (d> of this section) so conspicu¬ 
ously as to be easily seen under custom¬ 
ary conditions of purchase, the full name 
of the food shall immediately and con¬ 
spicuously precede or follow such word 
or statement In type of at least the 
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same size as the type used in such word 
or statement. 

<d) TTie common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter, except 
that: 

(1) Plastic cream and dried cream 
may be declared as “cream". 

(2) Concentrated milk and dried milk 
may be declared as “milk". 

(3) Concentrated skim mUk and non¬ 
fat dry milk may be declared as "skim 
milk". 

§ 133.17*) 

spread* 

(a > (1) Pasteurized process cheese 
spread is the food prepared by com¬ 
minuting and mixing, with the aid of 
heat, one or more of the optional cheese 
Ingredients prescribed In paragraph (c) 
of this section, with or without one or 
more of the optional dairy ingredients 
prescribed in paragraph (d) of this sec¬ 
tion, with one or more of the emulsifying 
agents prescribed In paragraph <e) of 
this section, and with or without one or 
more of the optional ingredients pre¬ 
scribed by paragraph <f) of this section, 
into a homogeneous plastic mass, which 
is spreadable at 70 F. 

(2) During its preparation, a pasteur¬ 
ized process cheese spread Is heated for 
not less than 30 seconds at a tempera¬ 
ture of not less than 150" F. When 
tested for phosphatase by the method 
prescribed in f 133.113(f) the phenol 
equivalent of 0.25 gram of pasteurized 
process cheese spread is not more than 3 
microgram a. 

(3) The moisture content of a pas¬ 
teurized process cheese spread Is more 
than 44 percent but not more than 60 
percent, and the milk fat content is not 
less than 20 percent. 

(4) Moisture and fat are determined 
by the methods prescribed in 1133.113 
<c). except that in determining moisture 
the loss In weight which occurs in drying 
for 5 hours under the conditions pre¬ 
scribed in such method, is taken as the 
weight of the moisture. 

(5) The w r cight of the cheese ingredi¬ 
ent referred to in paragraph (a)(1) of 
this section constitutes not less than 
51 percent of tire weight of the pasteur¬ 
ized process cheese spread. 

(6) The weight of each variety of 
cheese in a pasteurized process cheese 
spread made with two varieties of cheese 
is not less than 25 percent of the total 
weight of both, except that the weight of 
blue cheese, nuworld cheese, roquefort 
cheese, gorgonzola cheese, or llmburger 
cheese is not less than 10 percent of the 
total weight of both. The weight of each 
variety of cheese In a pasteurized process 
cheese spread made with three or more 
varieties of cheese Is not less than 15 
percent of the total weight of all. except 
that the weight of blue cheese, nuworld 
cheese, roquefort cheese, gorgonzola 
cheese, or limburger cheese Is not less 
than 5 percent of the total weight of all 
These limits do not apply to the quantity 
of Cheddar cheese, washed curd cheese, 
colby cheese, and granular cheese in mix¬ 
tures which are designated as "American 
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cheese" os prescribed In paragraph (1) 
(5) of this section. 8uch mixtures are 
considered as one variety of cheese for 
the purposes of this paragraph (a)(6). 

(7) For the purposes of this section, 
cheddar cheese for manufacturing, 
washed curd cheese for manufacturing, 
coiby cheese for manufacturing, granular 
cheese for manufacturing, brick cheese 
for manufacturing, muenster cheese for 
manufacturing, and swias cheese for 
manufacturing are considered as Ched¬ 
dar cheese, washed curd cheese, coiby 
cheese, granular cheese, brick cheese, 
muenster cheese, and swlss cheese, 
respectively. 

<b) Pasteurized process cheese spread 
may be smoked, or the cheese or cheeses 
from which it is made may be smoked, 
before comminuting and mixing, or It 
may contain substances prepared by 
condensing or precipitating wood smoke. 

(c) The optional cheese ingredients 
referred to In paragraph <a) of this sec¬ 
tion are one or more cheeses of the same 
or two or more varieties, except that 
skim-milk cheese for manufacturing may 
not be used, and except that cream 
cheese, neufchatel cheese, cottage cheese, 
creamed cottage cheese, cook cheese, 
hard grating cheese, semisoft part-skim 
cheese, and part-sklm spiced cheese arc 
not used, alone or in combination with 
each other, as the cheese Ingredient. 

(d) The optional dairy Ingredients re¬ 
ferred to in paragraph <a> of this sec¬ 
tion are cream, milk, skim milk, butter¬ 
milk, cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous mllkfat, dehydrated 
cream, albumin from cheese whey, and 
skim milk cheese for manufacturing. 

<e) The emulsifying agents pre¬ 
scribed in paragraph (a) of this section 
are one or any mixture of two or more 
of the following: Monosodium phos¬ 
phate. disodium phosphate, dlpotassium 
phosphate, trisodlum phosphate, sodium 
metaphosphate (sodium hexametaphoe- 
phatc). sodium acid pyrophosphate, 
tetrasodium pyrophosphate, sodium 
aluminum phosphate, sodium citrate, 
potassium citrate, calcium citrate, 
sodium tartrate, and sodium potassium 
tartrate, in such quantity that the 
weight of the solids of such emulsifying 
agent is not more than 3 percent of the 
weight of the pasteurized process cheese 
spread. 

(f) The other optional Ingredients re¬ 
ferred to in paragraph (a) of this sec¬ 
tion are: 

(1)U> One or any mixture of two or 
more of the following: Carob bean gum, 
gum karaya. gum tragacanth. guar gum. 
gelatin, sodium carboxymethylcellulose 
(cellulose gum), carrageenan, oat gum, 
algln (sodium alginate>, propylene glycol 
alginate, or xanthan gum. The total 
weight of such substances is not more 
than 0.8 percent of the weight of the fin¬ 
ished food. 

<li> When one or more of the optional 
ingredients In paragraph (f)(1) (i> of 
this section are used, dioctyl sodium sul- 
fosuccinate complying with the require¬ 
ments of I 172.810 of this chapter may 
be used in a quantity not in excess of 
0.5 percent by weight of such ingredients. 


(2) An acidifying agent consisting of 
one or any mixture of two or more of 
the following: A vinegar, lactic acid, 
citric acid, acetic acid, and phosphoric 
acid. In such quantity that the pH of 
the pasteurized process cheese spread 
is not below 4.0. 

(3) A sweetening agent consisting of 
one or any mixture of two or more of the 
following: Sugar, dextrose, com sugar, 
com sirup, com sirup solids, glucose 
sirup, glucose sirup solid*, maltose, 
malt sirup, and hydrolyzed lactose, in a 
quantity necessary for seasoning. 

(4) Water. 

(5) Salt 

(6> Harmless arti/lcial coloring. 

(7) Spices or flavorings other than 
any which singly or in combination with 
other ingredients simulate the flavor of 
a cheese of any age or variety. 

(8) Pasteurized process cheese spread 
In consumer-sized packages may con¬ 
tain an optional mold-inhibiting ingredi¬ 
ent consisting of sorbic acid, potassium 
sorbate, sodium sorbatc. or any com¬ 
bination of two or more of these, in an 
amount not to exceed 0.2 percent by 
weight, calculated as sorbic acid or con¬ 
sisting of not more than 0.3 percent by 
weight of sodium propionate, calcium 
propionate, or a combination of sodium 
propionate and calcium propionate. 

(9) Pasteurized process cheese spread 
in consumer-sized packages may contain 
lecithin as an optional anti-sticking 
agent in an amount not to exceed 0.03 
percent by weight of the finished 
product. 

(10) Safe and suitable enzyme modi¬ 
fied cheese. 

<g) The name of the food Is “pasteur¬ 
ized process cheese spread.*’ The full 
name of the food shall appear on the 
principal display panel of the label in 
type of uniform size, style, and color. 
Wherever any word or statement empha¬ 
sizing the name of any ingredient appears 
on the label (other than In an ingredient 
statement as specified In paragraph (l) 
of this section) so conspicuously as to be 
easily seen under customary conditions of 
purchase, the full name of the food shall 
Immediately and conspicuously precede 
or follow such word or statement In type 
of at least the same size as the type used 
in such word or statement. 

(h) The name of the food shall include 
a declaration of any flavoring, includ¬ 
ing smoke and substances prepared by 
condensing or precipitating wood smoke, 
that characterizes the product as speci¬ 
fied in i 101.22 of this chapter and a dec¬ 
laration of any spice that characterizes 
the product. 

(1) The common name of each of the 
Ingredients used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter, except 
that: 

(1) Plastic cream and dried cream 
may be declared as “cream", 

(2) Concentrated milk and dried milk 
may be declared as “milk”. 

(3) Concentrated skim milk and non¬ 
fat dry milk may be declared as “skim 
milk’*. 

(4) Cheese whey, concentrated cheese 


whey, and dried cheese whey may be de¬ 
clared as “whey**. 

(5) If the cheese ingredient contain* 
Cheddar cheese, washed curd cheese 
coiby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese or such mixture may be desig¬ 
nated as “American cheese”. 

§ 133.180 Pa*lruri*c«l piww clire-«* 
•pread nith fruit*, tractable*, or 
meat*. 

(a) Pasteurized process cheese spread 
with fruits, vegetables, or meats or mix¬ 
tures of these is the food which conforms 
to the definition and standard of iden¬ 
tity. and is subject to the requirements 
for label statement of optional Ingredi¬ 
ents, prescribed for pasteurized process 
cheese spread by l 133.179. except that: 

(1) It contains one or any mixture of 
two or more of the following: Any prop¬ 
erly prepared cooked, canned, or dried 
fruit: any properly prepared cooked, 
canned, or dried vegetable; any properly 
prepared cooked or canned meat. 

(2) When the added fruits, vegetable*, 
or meats contain fat, the method pre¬ 
scribed for the determination of fat by 
| 133.113(c) Is not applicable. 

(b> The name of a pasteurized process 
cheese spread with fruits, vegetables, or 
meats is “Pasteurized process cheese 
spread with..*. the blank be¬ 

ing filled In with the name or names of 
the fruits, vegetables, or meats used, in 
order of predominance by weight. 

g 133.181 Piwolone *nu pa»ta filuia 

fhc«f. 

Ca) Provolonc cheese, pasta filnta 
cheese, is the food prepared from milk 
and other Ingredients specified In this 
section, by the procedure set forth 
in paragraph <b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
*It has a stringy texture, and may be 
made In several shapes. It contains not 
more than 45 percent of moisture, and 
•its solids contain not less than 45 per¬ 
-cent of milk fat. as determined by the 
methods prescribed in 1133.113(c). If 
Ihe rnflk used is not pasteurized, the 
cheese so made Is held at a temperature 
of not less than 35" F for not less than 60 
days. 

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
•warmed, is subjected to the action of 
harmless lactlc-acid-prodncing bacteria, 
present in such milk or added thereto. 
Harmless artificial blue or green coloring 
In a quantity which neutralizes any 
natural yellow coloring in the curd may 
•be added. Sufficient rennet, rennet paste, 
•extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro¬ 
duces equivalent curd formation. slngi> 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of tne 
weight of the milk) Is added to set the 
milk to a semisolid mass. The mass ® 
cut, stirred, and heated so as to promou 
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and regulate the separation of whey from 
the curd. The whey Is drained off and 
the curd is matted and cut. immersed in 
hot water, and kneaded and stretched 
until It is smooth and free from lumps. 
Then it Is cut and molded. During the 
molding the curd Is kept sufficiently 
warm to cause proper sealing of the 
surface. The molded curd is then firmed 
by Immersion in cold water, salted In 
brine, and dried. Some shapes may be 
encased In ropes or twtne before drying. 
Provolone cheese may be smoked or It 
may have added to it a clear aqueous 
folution prepared by condensing or pre¬ 
cipitating wood smoke in water. It Is 
given some additional curing and covered 
with paraffin or stmtlar wax A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the cur¬ 
ing or development of flavor of provolone 
cheese may be added during the proce¬ 
dure In such quantity that the weight 
of the solids of such preparation is not 
more than 0.1 percent of the weight of 
the milk used. 

(c> For the purposes of this section: 
<1) The word "oiUk" means cow's 
milk, which may be adjusted by separat¬ 
ing part of the fat therefrom or by 
adding thereto one or more of the follow¬ 
ing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water in a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used. 

(2) Milk shall be deemed to have been 
pasteurized If it has been held at a tem¬ 
perature of not less than 143* P for a 
period of not less than 30 minutes, or for 
a time and at a temperature equivalent 
thereto in phosphatase destruction. 
Provolone cheese shall be deemed not to 
have been mode from pasteurized milk 
if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested 
by the method prescribed in J 133.113(f). 

(3) Such milk may be bleached by 
the use of benzoyl peroxide or a mixture 
of benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbon¬ 
ate; but the weight of the benzoyl per¬ 
oxide is not more than 0.002 percent of 
the weight of the milk bleached, and 
die weight of the potassium alum, cal¬ 
cium sulfate, and magnesium carbonate, 
singly or combined, is not more than six 
times tlie weight of the benzoyl peroxide 
used. If milk Is bleached in this man¬ 
ner. sufficient vitamin A Is added to the 
curd to compensate for the vitamin A or 
its precursors destroyed in the bleaching 
process, and artificial coloring is not 
used. 

<d) Provolone cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po¬ 
dium sorbatc. sodium sorbate. or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

^e)(l) The name ^provolone cheese" 
pasta fllata cheese") may include the 
common name of the shape of the cheese, 
-i' h as “salami provolone". If provolone 
cnees* Is not smoked, the name includes 
the words "not smoked". If a clear 
aqueous solution prepared by condensing 


or precipitating wood smoke In water is 
added to the provolone cheese, the name 
is Immediately followed by the words 
"with added smoke flavoring" with all 
words in this phrase of the same type 
size, style, and color without intervening 
written, printed, or graphic matter. 

12) (1) If provolone cheese In sliced or 
cut form contains an optional mold-in¬ 
hibiting ingredient as specified in para¬ 
graph <d) of this section, the label shall 


bear the statement “_ j, _added to 

retard mold growth" or .. added 


as a preservative", the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or Ingre¬ 
dients used. 

(ill If the milk used is bleached, the 
label shall bear the statement “Milk 
bleached with benzoyl peroxide-. 

(3) Wherever the name of the food ap¬ 
pears on the label so conspicuously as to 
be easily seen under customary condi¬ 
tions of purchase, the words and state¬ 
ments prescribed by this section, show¬ 
ing the optional ingredient used, shall 
Immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter, ex¬ 
cept for the statement “with added 
smoke flavoring" as set forth in para¬ 
graph (e)(1) of this section. 

§133.1(12 Soft ripcnr<l rlinrwft. 

(a) The cheeses for which definitions 
and standards of identity are prescribed 
by this section are soft ripened cheeses 
for which specifically applicable defini¬ 
tions and standards of Identity are not 
prescribed by other sections of this part. 
They arc made from milk and other 
ingredients specified In this section, by 
the procedure set forth in paragraph (b) 
of this section. Their solids contain not 
less than 50 percent of milk fat, as 
determined by the method prescribed 
therefor In fi 133.113(c). If the milk used 
is not pasteurized, the cheese so made 
is cured at a temperature of not less 
than 35* F for not less than 60 days. 

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other harmless flavor-producing bac¬ 
teria, present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe 
and suitable mllk-clotUng enzyme that 
produces equivalent curd formation, 
singly or in any combination (with or 
without purified calcium chloride in a 
quantity not more than 0.02 percent, cal¬ 
culated as anhydrous calcium chloride, 
of the weight of the milk) Is added to 
set the milk to a semis olid mass. Harm¬ 
less artificial coloring may he added. 
After coagulation the mass is so treated 
as to promote and regulate the sepa¬ 
ration of whey and curd. Such treat¬ 
ment may include one or more of the 
following: Cutting, stirring, heating, 
dilution with water or brine The whey,* 
or part of It. is drained off. and the curd 
is collected and shaped. It may be 
placed in forms, and may be pressed. 
Harmless flavor-producing microorgan¬ 
isms may be added. It is cured under 
conditions suitable for development of 


biological curing agents on the surface 
of the cheese, and the curing Is con¬ 
ducted so that the cheese cures from the 
surface toward the center. 8alt may 
be added during the procedure. A harm¬ 
less preparation of enzymes of animal or 
plant origin capable of aiding in the cur¬ 
ing or development of flavor of soft 
ripened cheeses may be added. In such 
quantity that the weight of the solids 
of such preparation is not more than 0.1 
percent of the weight of the milk used. 

(c) For the purposes of this section: 

(1) The word "milk" means cow s milk 
or goat s milk or sheep's milk or mixtures 
of two or all of these Such milk may be 
adjusted by separating part of the fat 
therefrom or (in the case of cow’s milk) 
by adding one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk; (In the case of 
goat's milk) the corresponding products 
from goat’s milk; (in the case of 
sheep’s milk) the corresponding products 
from sheep's milk: water, in a quantity 
sufficient to reconstitute any such con¬ 
centrated or dried products used. 

(2) Milk shall be deemed to have been 
pasteurized if It has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less than 30 minutes, or for 
a time and at a temperature equivalent 
thereto in phosphatase destruction. 

(d) The name of each soft ripened 
cheese for which a definition and stand¬ 
ard of Identity is prescribed by this sec¬ 
tion is "Soft ripened cheese", preceded or 
followed by: 

(1) The specific common or usual 
name of such soft ripened cheese. If any 
such name has become generally recog¬ 
nized therefor: or 

(2) If no such specific common or usu¬ 
al name has become generally recognized 
therefor, an arbitrary or fanciful name 
which is not false or misleading in any 
particular. 

(e) When milk other than cow's milk 
is used in whole or in part, the name of 
the cheese Includes the statement "made 

from-% the blank being 

filled in with the name or names of the 
milk used. In order of predominance by 
weight 

§133.183 Komnno cltrcac. 

(a) Romano cheese is the food pre¬ 
pared from cow's milk or sheep's milk or 
goat's milk or mixtures of two or all of 
these and other ingredients specified in 
this section, by the procedure set forth in 
paragraph <b> of this section, or by 
another procedure which produces a 
finished cheese having the same phys¬ 
ical and chemical properties as the 
cheese produced when the procedure set 
forth in paragraph <b> of this section is 
used. It grates readily, and has a gran¬ 
ular texture and a hard and brittle rind. 
It contains not more than 34 percent of 
moisture, and its solids contain not Ic«i 
than 38 percent of milk fat, as deter¬ 
mined by the methods prescribed in 
1133.113(c). It is cured for not less than 
5 months. 

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed. Is subjected to the action of 


FIOEftAl ftcGmiK. VOl. 42, NO. 50—TUESDAY, WAICH 15. 1977 









14390 


RULES AND REGULATIONS 


harmless lactic-acid-produclng bacteria 
present In such milk or added thereto. 
Harmless artificial blue or green color¬ 
ing in a quantity which neutralizes any 
natural yellow coloring in the curd may 
be added. Rennet, rennet paste, extract 
of rennet paste, or other safe and suit¬ 
able milk-clotting enzyme that produces 
equivalent curd formation, singly or in 
any combination <with or without puri¬ 
fied calcium chloride in a quantity not 
more than 0.02 percent, calculated as an¬ 
hydrous calcium chloride, of the weight 
of the milk) is added to set the milk to 
be a semisolid mass. The mass is cut 
into particles no larger than com ker¬ 
nels, stirred, and heated to a tempera¬ 
ture of about 120 P. The curd is al¬ 
lowed to settle to the bottom of the ket¬ 
tle or vat, and is then removed and 
drained for a short time, packed in forms 
or hoops, and pressed. The pressed 
curd is salted by immersing in brine for 
about 24 hours and is then removed from 
the brine and the surface allowed to dry. 
It ts then alternately rubbed with salt 
and washed at intervals. It may be perf¬ 
orated with needles. It is finally dry- 
cured. During curing it is turned and 
scraped. The surface may be rubbed 
with vegetable oil. A harmless prepara¬ 
tion of enzymes of animal or plant origin 
capable of aiding In the curing or de¬ 
velopment of flavor of romano cheese 
may be added during the procedure, in 
such quantity that the weight of the 
solids of such preparation is not more 
than 0.1 percent of the weight of the milk 
used. 

(c)(1) For the purposes of this sec¬ 
tion. the word "milk” means cow's milk 
or goat's milk or sheep’s milk or mixtures 
of two or all of these. Such milk may be 
adjusted by separating part of the fat 
therefrom or <in the case of cow’s milk) 
by adding one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk: (in the case of 
goat's milk) the corresponding products 
from goat's milk; (in the case of sheep’s 
milk) the corresponding products from 
sheep’s milk; water in a quantity suffi¬ 
cient to reconstitute any such concen¬ 
trated or dried products used 

(2) Such milk may be bleached by 
the use of benzoyl peroxide or a mixture 
of benzoyl peroxide with potassium 
alum, calcium sulfate, and magnesium 
carbonate; but the weight of the benzoyl 
peroxide is not more than 0.002 percent 
of the weight of the milk bleached, and 
the weight of the potassium alum, cal¬ 
cium, sulfate, and magnesium carbonate, 
singly or combined, Is not more than six 
times the weight of the benzoyl peroxide 
used. If milk is bleached in this manner, 
sufficient vitamin A is added to the curd 
to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring is not 
used. 

(d> Romano cheese in the form of 
slices or cuts In consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po¬ 
tassium sorbate, sodium sorbate. or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 
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<e) When romano cheese is made 
solely from cow’s milk, the name of such 
cheese is 'Romano cheese made from 
cow's milk”, and may be preceded by the 
word “Vaccino” (or ’’Vacchino”); when 
made solely from sheep's milk, the name 
is ”Romano cheese made from sheep’s 
milk’*, and may be preceded by the word 
“Pccorina”; when made solely from 
goat's milk, the name is ’’Romano cheese 
made from goat’s milk”, and may be pre¬ 
ceded by the word “Caprlno”; and when 
a mixture of two or all of the milks speci¬ 
fied in this section is used, the name of 
the cheese is “Romano cheese made from 

__V\ the blank being filled in 

with the names of the milks used, in or¬ 
der of predominance by weight. 

(f)(l> If the milk used is bleached, 
the label shall bear the statement "Milk 
bleached with benzoyl peroxide”. 

(3) If romano cheese in sliced or cut 
form contains an optional mold-inhib¬ 
iting ingredient as provided for in para¬ 
graph <d> of this section, the label shall 

bear the statement '*_added to 

retard mold growth” or ”...- 

added as a preservative”, the blank being 
filled in with the common name or names 
of the mold-inhibiting ingredient or In¬ 
gredients used. 

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the words and state¬ 
ments prescribed by this section, show¬ 
ing the optional ingredients used, shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed or graphic matter. 

§ 133.1 HI R<M|u<‘fnrt, milk blur* 

nml<L and lilur-muM rhrr*r from 
ftllC4*p*S milk. 

<a> Roquefort cheese, sheep's milk 
blue-mold cheese, blue mold cheese from 
sheep's milk. Is the food prepared from 
sheep's milk and other ingredients speci¬ 
fied in this section, by the procedure set 
forth in paragraph <b) of this section, or 
by another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It is characterized by the presence of 
bluish-green mold throughout the cheese. 
It contains not more than 45 percent 
moisture, and Its solids contain not less 
than 50 percent milk fat. as determined 
by the methods prescribed in 8 133.113 
<c>. It is not less than 60 days old. 

<b> Milk, which may be pasteurized, 
and which may be warmed, is subjected 
to the action of harmless lactic-acid- 
producing bacteria, present in such milk 
or added thereto. Sufficient rennet, or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, or both, is added to set the 
milk to a semisolid mass. The mass is 
cut into smaller portions and allowed to 
stand for a time. The mixed curd and 
whey is placed in forms permitting fur¬ 
ther drainage of whey. Spores of the 
mold Penicillium roque/orttl are added. 
The forms are turned several times dur¬ 
ing drainage. When sufficiently drained, 
the shaped curd is removed from the 
forms and salted with dry salt or brine. 
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Perforations are then made In the shaped 
curd, and It is held at a temperature of 
approximately 50" F, with relative hu¬ 
midity of 90 to 95 percent, until the 
characteristic mold growth has devel¬ 
oped. During storage the surface of the 
cheese is scraped. If necessary, to remove 
surface growth of undesirable micro¬ 
organisms. A harmless preparation of 
enzymes of animal or plant origin capa¬ 
ble of aiding in the curing or development 
of flavor of roquefort cheese may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0 1 
percent of the weight of the milk used 

ic> For the purposes of this section, 
the word “milk” means sheep’s milk, 
which may be adjusted by separating 
part of the fat therefrom or by adding 
thereto sheep's milk cream or skimmed 
sheep's milk. 

§133.185 Sanmoc chcc%c. 

(a) Samsoc cheese Ls the food prepared 
from milk and other ingredients specified 
in this section, by the procedure set forth 
in paragraph <b> of this section, or by 
another procedure which produces a fin¬ 
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph tb> of this section is used 
The shape of the cheese is flat cylindri¬ 
cal. Its weight Is approximately 30 
pounds (14 kilograms); its diameter is 
approximately 17 inches <44 centi¬ 
meters) : and its height is approximately 
4 inches (10 centimeters). It has a small 
amount of eye formation of approxi¬ 
mately uniform size of about A-Inch 
(8 millimeters). It contains not more 
than 41 percent of moisture, and its 
solids contain not less than 45 percent of 
milk fat. as determined by the methods 
prescribed In $ 133.113<c). The cheese 
so made is cured at a temperature of not 
less than 35* F for not less than 60 day* 
The surface may be covered with plain 
or colored paraffin or other tightly ad¬ 
hering coating. 

<b> Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme thut 
produces equivalent curd formation 
or both, with or without purified cal¬ 
cium chloride in a quantity not more 
than 0.02 percent (calculated as anhy¬ 
drous calcium chloride) of the weight 
of the milk, is added to set the milk to a 
semisolid mass. After coagulation the 
mass is cut into small cube-shaped pieces 
with sides approximately %-inch (1 cen¬ 
timeter) . The moss is stirred and heated 
to about 102 r F, and so handled by fur¬ 
ther stirring, heating, dilution with 
water, and salting as to promote and 
regulate the separation of curd and whey. 
When the desired curd ls obtained, it is 
transferred to forms permitting drainage 
of whey. During drainage, the curd is 
pressed. After drainage, the curd is re¬ 
moved from the forms and is further 
salted by Immersing in a concentrated 
salt solution for about 3 days. The curd 
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Is then cured at a temperature of from 
60* to 70 F for 3 to 5 weeks to obtain 
the desired eye formation. Further curing 
is conducted at a lower temperature. 

(c) For the purposes of tills section 
the word “milk’* means cow's milk, which 
may be adjusted by separating part of 
the fat therefrom or by adding thereto 
cream or skim milk. 

$ 133.186 Sap mi go riimr. 

• a> Sap sago cheese is the food pre¬ 
pared from the skim milk of cows and 
other ingredient* specified in this sec¬ 
tion. by the procedure set forth In para¬ 
graph <b) of this section. It has a 
pale-green color, and is made in the 
shape of a truncated cone. It contains 
not more than 38 percent of moisture, as 
determined by the method prescribed in 
1 133.113(c). 

<b> Skim milk Is allowed to become 
M)ur. and Is heated to boiling tempera¬ 
ture. with stirring. Cold buttermilk 
may be added. Sufficient sour whev Is 
added to precipitate the casein. The 
curd is removed, spread out In boxes, and 
pressed, and while under pressure is 
allowed to drain and ferment It is 
ripened for not less than 5 weeks. The 
ripened curd Is dried and ground, salt 
and dried clover of the species Meltlotvs 
coendea are added. The mixture is 
shaped into truncated cones. It is then 
cured for not less than 5 months. 

§133.187 .SctuUoft rlirr»r«. 

(a) The cheeses for which definitions 
and standards of identity are prescribed 
by Uiis section are semisoft cheeses for 
which specifically applicable definitions 
anti standards of identity are not pre¬ 
scribed by other sections of this part. 
They are made from milk and other in¬ 
gredients specified in this section, by the 
procedure set forth in paragraph <b> of 
Hits section. They contain more than 39 
Percent, but not more than 50 percent, of 
moisture, and their solids contain not 
less than 50 percent of,milk fat. as de¬ 
termined by the methods prescribed in 
5 133.113(c). If the milk used is not pas¬ 
teurized. the cheese so made is cured at a 
temperature of not less than 35* F for 
not less than 60 days. 

‘ b) Milk, which may be pasteurized or 
clarified or both, and which may be 
v aimed, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other harmless flavor-producing bac¬ 
teria. present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
Mutable milk-clotting enzyme that pro¬ 
duces equivalent curd formation, singly 
or many combination (with or without 
purified calcium chloride In a quantity 
not more than 0.02 percent, calculated 
a* anhydrous calcium chloride, of the 
weight of the milk) Is added to set the 
♦ I* £?. a semisolid mass. Harmless 
artificial coloring may be added. After 
coagulation the mass is so treated as to 
promote and regulate the separation of 
whey and curd. Such treatment may in- 
luae one or more of the following: cut- 
un f‘ birring, heating, dilution with 
*ater or brine. The whey, or part of it. 

1 dral &cd off. and the curd is collected 


and shaped. It may be placed In forms, 
and may be pressed. Harmless flavor- 
producing microorganisms may be 
added. It may be cured In a manner to 
promote the growth of biological curing 
agent*. Salt may be added during the 
procedure. A harmless preparation of 
enzymes of animal or plant origin capa¬ 
ble of aiding In the curing or develop¬ 
ment of flavor of semisoft cheese may be 
added, in such quantity that the weight 
of the solids of such preparation is not 
more than 0.X percent of the wight of 
the milk used. 

(c) For the purposes of this section: 

(1) The word "milk" means cow's milk 
or goat's milk or sheep's milk or mix¬ 
tures of two or all of these. Such milk 
may be adjusted by separating part of 
the fat therefrom, or (in the case of 
cow's milk) by adding one or more of 
the following: Cream, skim milk, con¬ 
centrated skim milk, nonfat dry milk; 
(In the case of goat's milk) the corre¬ 
sponding products from goat's milk; On 
the case of sheep’s milk) the correspond¬ 
ing products from sheeps milk; water 
in a quantity sufficient to reconstitute 
any concentrated or dried products used. 

(2> Milk shall be deemed to have been 
pasteurized if it has been held at a 
temperature of not less than 143' F for 
n period of not leas than 30 minutes, or 
for a time and at a temperature equiva¬ 
lent thereto in phosphatase destruction. 
A semisoft cheese shall be deemed not to 
have been made from pasteurized milk 
if 0.25 gm sho^vs a phenol equivalent of 
more than 5 microcrams when tested by 
the method prescribed in I 133.113(f). 

(d) Semisoft cheeses in the form of 
slices or cut* in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po¬ 
tassium sorbatc. sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

<e> The name of each semisoft cheese 
for which a definition and standard of 
identity is prescribed by this section ia 
"Semisoft cheese", preceded or followed 
by: 

il> The specific common or usual name 
of such semisoft cheese. If any such 
name has become generally recognized 
therefor; or 

(2) If no such specific common or 
usual name has become generally recog¬ 
nized therefor, an arbitrary or fanciful 
name which is not false or misleading In 
any particular. 

<f>(1) When milk other than cow's 
milk is used in whole or in part, the name 
of the cheese includes the statement 

"made from ...", the blank 

being filled in with the name or names 
of the milk used, in order of predomi¬ 
nance by weight. 

(2) If semisoft cheese in sliced or cut 
form contains an optional mold-inhibit¬ 
ing ingredient as specified In paragraph 
<d) of tills section, the label shall bear 

the statement --added to retard 

mold growth" or "..added as a 

preservative", the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used. 


(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the words and state¬ 
ments prescribed by this section, showing 
the optional ingredient used, shall im¬ 
mediately' and conspicuously precede or 
follow such name, without Intervening 
written, printed, or graphic matter. 

§ 133.188 Srmitofl port^iin rlirr*r». 

(a) The cheeses for which definitions 
and standards of identity are pre¬ 
scribed by this section are semisoft p&rt- 
skim cheeses for which specifically ap¬ 
plicable definitions and standards of 
identity are not prescribed by other sec¬ 
tions of this part. They are made from 
partly skimmed milk and other ingredi¬ 
ents specified In this section, by the pro¬ 
cedure set forth In paragraph (b) of this 
section. They contain not more than 50 
percent of moisture, and their solids con¬ 
tain not less than 45 percent, but less 
than 50 percent, of milk fat. a* deter¬ 
mined by the methods set forth in 
j 133.113<c). If the milk used is not pas¬ 
teurized, the cheese so made is cured at 
a temperature of not less than 35* F. for 
not less than 60 days. 

(b) Milk, which may be pasteurized or 
clarified or both, and which mav be 
wanned, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other h&radc&s flavor-producing bac¬ 
teria, present In such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-dotting enzyme that pro¬ 
duces equivalent curd formation singly 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated as 
anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a semlsolld mass. Harmless arti¬ 
ficial coloring may be added. After co¬ 
agulation the mass Is so treated as to pro¬ 
mote and regulate the separation of whey 
and curd. Such treatment may Include 
one or more of the following: Cutting, 
stirring, heating, dilution with water or 
brine. The whey, or part of it, is drained 
off, and the curd is collected and shaped. 
It may be placed in forms, and it may be 
pressed. Harmless flavor-producing 
microorganisms may be added. It may be 
cured In a manner to promote the growth 
of biological curing agents. Salt may be 
added during the procedure. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the cur¬ 
ing or development of flavor of semisoft 
par t-skim cheese may be added in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used. 

(c> For the purposes of this section* 

(1) The word “milk" means cow's milk 
or goat's milk or sheep's milk or mix¬ 
tures of two or all of these. Such milk 
may be adjusted by separating part of 
tiie fat therefrom or (in the case of cow's 
milk) by adding one or more of the fol¬ 
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk; (In the case 
of goat's milk) the corresponding prod, 
ucts from goat's milk: (In the case of 
sheep's milk) the corresponding products 
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from sheep's milk; water in a quantity 
sufficient to reconstitute any such con¬ 
centrated or dried products used. 

(2) Milk shall be deemed to have been 
pasteurized i t It has been held at a tem¬ 
perature of not less than 143* F for a 
period of not less than 30 minutes, or for 
a time and at a temperature equivalent 
thereto in phosphatase destruction. A 
semLsoft port-skim cheese shall be 
deemed not to have been made from pas¬ 
teurized milk if 0.25 gm. shows a phenol 
equivalent of more than 5 micrograms 
when tested J?y the method prescribed in 
5 133.113(f), 

id) Semisoft port-skim cheeses in the 
form of slices or cuts In consumer-sized 
packages may contain an optional mold- 
inhibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate. 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid. 

ie) The name of each semisoft part- 
skim cheese for which a definition and 
standard of identity Is prescribed by 
this section is "Semisoft part-skim 
cheese." preceded or followed by: 

ri) The specific common or usual 
name of such semisoft cheese. If any 
such name has become generally recog¬ 
nized therefor; or 

<2> If no such specific common or us¬ 
ual name has become generally recog¬ 
nized therefor, an arbitrary or fanciful 
name which Is not false or misleading In 
any particular. 

(f)(1) When milk other than cow's 
milk is used in whole or in part, the 
name of the cheese includes the state¬ 
ment "made from-the 

blank being filled in with the name or 
names of the milk used, In ordeT of pre¬ 
dominance by weight. 

(2> If semi-soft part-skim cheese In 
sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
in paragraph <d> of this section, the 

label shall bear the statement "- 

added to retard mold growth" or "- 

added as a preservative M . the blank be¬ 
ing filled in with the common name or 
names of the mold-inhibiting Ingredient 
or ingredients used, 

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the words and state¬ 
ments prescribed by this section, show¬ 
ing the optional Ingredient used, shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter. 

§ 133.189 Skim milk rheor for inaiiu- 
fateturing. 

(a) Skim milk cheese for manufac¬ 
turing is the food prepared from skim 
milk and other ingredients specified in 
this section, by the procedure set forth 
in paragraph *b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph <b) of tills section Is used. 
It contains not more than 50 percent of 
moLsture, as determined by the method 
therefor prescribed in f 133.113(c). It is 


coated with blue-colored paraffin or 
other tightly adhering coating, colored 
blue. 

<b> Skim milk or the optional dairy 
ingredients specified in paragraph (c) 
of this section, which may be pasteur¬ 
ized. and which may be warmed, are 
subjected to the action of harmless lac¬ 
tic-acid-producing bacteria, present in 
such milk or added thereto. Harmless 
artificial coloring may be added. Suffi¬ 
cient rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo¬ 
ride) of the weight of the skim milk, 
is added to set the skim milk to a semi¬ 
solid mass. The mass is so cut. stirred, 
and heated with continued stirring, as 
to promote and regulate the separa¬ 
tion of whey and curd. The whey is 
drained off. and the curd is matted into 
a cohesive mass. Prdteins from the whey 
may be incorporated. The mass is cut 
into slabs which are so piled and han¬ 
dled as to promote the drainage of whey 
and the development of acidity. The 
slabs are then cut into pieces, which 
may be rinsed by pouring or sprinkling 
water over them, with freehand continu¬ 
ous drainage; but the duratJon of such 
rinsing Is so limited that only the whey 
on the surface of such pieces to removed. 
The curd is salted, stirred, further 
drained, and pressed into forms. A 
harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor 
of skim milk cheese for manufacturing 
may be added during the procedure, in 
such quantity that the weight of the 
solids of such preparation is not more 
than 0.1 percent of the weight of the 
milk used. 

(c> The optional dairy ingredients re¬ 
ferred to in paragraph <b) of this sec¬ 
tion are: Skim milk or concentrated 
skim milk or nonfat dry milk or a mix¬ 
ture of any two or more of these, with 
water in a quantity not in excess of that 
sufficient to reconstitute any concentrat¬ 
ed skim milk or nonfat dry milk used. 

(d) For the purposes of this section, 
"skim milk" means cow's milk from 
which the milk fat has been separated. 

§133.1 *>0 Spiced c hecaem 

(a> The cheeses for which definitions 
and standards of Identity are prescribed 
by this section are spiced cheeses for 
which specifically applicable definitions 
and standards of Identity are not pre¬ 
scribed by other sections of this part. 
They are made from milk and the other 
ingredients specified in this section, by 
the procedure set forth in paragraph (b> 
of this section. Their solids contain not 
less than 50 percent of milk fat as de¬ 
termined by the method therefor pre¬ 
scribed in 5 133.113(c). They contain 
one or & mixture of two or more spices, 
except any which singly or in combina¬ 
tion with other ingredients simulate the 
flavor of a cheese of any age or variety. 
In an amount not less than 0.015 ounce 
per pound of cheese, and may contain 
spice oils. If the milk used is not pas¬ 
teurized. the cheese so made is cured at 


a temperature of not less than 35' F for 
not less than 60 days. 

(b) MUk. which may be pasteurized or 
clarified or both, and which may be 
wrarmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto 
Harmless artificial coloring may be add¬ 
ed. Sufficient rennet, rennet paste, ex¬ 
tract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro¬ 
duces equivalent curd formation, singly 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a semisolid mass. The mass is di¬ 
vided into smaller portions, and so han¬ 
dled by stirring, heating, and diluting 
with water or salt brine as to promote 
and regulate the separation of whey and 
curd. The whey is drained off. The curd 
is removed, and may be further drained 
The curd is then shaped into forms, and 
may be pressed. At some time during the 
procedure, spices are added so as to be 
evenly distributed through the finished 
cheese. Spice oils may be added. A harm¬ 
less preparation of enzymes of animal 
or plant origin capable of aiding in the 
curing or development of flavor of spiced 
cheese may be added during the pro¬ 
cedure. in such quantity that the weight 
of the solids of such preparation is no: 
more than 0.1 percent of the weight of 
the milk used. Harmless flavor-produr- 
ing microorganisms may be added, and 
curing may be conducted under suitable 
conditions for the development of bio¬ 
logical curing agents. 

(c> For the purposes of this section 
d) The word "milk" meaas cow's milk 
or goat's milk or sheeps milk or mix¬ 
tures of two or all of these. Such milk 
may be adjusted by separating part of 
the fat therefrom or (in the case of cow’s 
milk) by adding one or more of the fol¬ 
lowing: Cream, skim milk, concentrated 
skim milk, nonfqt dry milk; (in the 
case of goat's milk) the correspond¬ 
ing products from goat's milk; (in the 
case of sheep's milk) the corresponding 
products from sheep's milk; water In a 
quantity sufficient to reconstitute any 
such concentrated or dried products 
used. 

(2) Milk shall be deemed to have been 
pasteurized If it has been held at a 
temperature of not less than 143 F for 
a period of not less than 30 minutes, or 
for a time and at a temperature equiv¬ 
alent thereto in phosphatase destruc¬ 
tion. Spiced cheeses shall be deemed not 
to have been made from pasteurized milk 
if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms. when tested by 
the method prescribed in 5 133.113(f). 

fd) Spiced cheeses in the form of slices 
or cuts in consumer-sized package* may 
contain an optional mold -inhibiting in¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate. sodium sorbate. or any 
combination of two or more of these in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e> The name of each spiced cheese 
for which a definition and standard of 
identity is prescribed by tills section is 
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• Spiced cheese", preceded or followed 

by: 

(1) The specific common or usual 
name of such spiced cheese, if any such 
name has become generally recognized 
therefor; or 

(21 If no such specific common or 
usual name has become generally recog¬ 
nized therefor, an arbitrary or fanctful 
name that is not false or misleading in 
any particular 

<f)(l> When milk other than cow's 
milk is used in whole or in part, the 
name of the cheese includes the state¬ 
ment “made from_* the blank 

being filled in with the name or names 
oi the milk used, in order of predomi¬ 
nance by weight. 

<2> If spiced cheese in sliced or cut 
form contains an optional mold-inhibit¬ 
ing ingredient as specified in paragraph 
<d> of this section, the label shall bear 

the statement ".. added to retard 

mold growth" or M _added as a 

preservative ', the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used. 

c3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the words and state- 
menu prescribed by this section, showing 
the optional ingredients used, shall im¬ 
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter. 

ft 133.19! I*arl-«kim k pi rod rhre****. 

Part-skim spiced cheeses conform to 
the definition and standard of Identity, 
and are subject to the requirements for 
label statement of optional ingredients, 
prescribed for spiced cheeses by $ 133.190. 
except that their solids contain less than 
M percent, but not less than 20 percent, 
of milk fat. 

ft 133.193 Spirt'd. -tnmlurdi/id 

rhrr*m. 

<a> Except as otherwise provided for 
herein and in applicable sections in this 
Part, a spiced or flavored standardized 
cheese conforms to the applicable defini¬ 
tions. standard of Identity and require¬ 
ments for label statement of optional in¬ 
gredients prescribed for that specific 
natural cheese variety promulgated pur¬ 
suant to section 401 of the act. In addi- 
”2 a and/or flavored standard¬ 

ized cheese shall contain one or more 
and suitable spices and/or flavor- 
* n * suc ^ Proportions as are reason¬ 
ably required to accomplish their intend¬ 
ed effect: Provided, That no combination 
of Ingredients shall be used to simulate 
the flavor of cheese of any age or variety. 

*b) The name of a spiced or flavored 
standardized cheese shall include in addi¬ 
tion to the varietal name of the natural 
cheese, a declaration of any flavor and7 
or spice that characterizes the food, In 
the manner prescribed in 9 101.22 of this 
chapter. 

§ 133.195 Swim anil rmmrntalrr rltiw. 

(ft) Swiss cheese, emmentaler cheese, 
in™*** 1 Prepared from milk and other 
ingredients specified in this section, by 


the procedure set forth In paragraph <b> 
of this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical prop¬ 
erties as the cheese produced when the 
procedure set forth in paragraph (b) of 
this section is used. It has holes, or eyes, 
developed throughout the cheese. It 
contains not more than 41 percent of 
moisture, and its solids contain not less 
than 43 percent of milk fat. as deter¬ 
mined by the methods prescribed in 
9 133.113(c). It is not less than 60 days 
old. 

<b» Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acld-producing bacteria, 
present in such milk or added thereto; 
harmless propionic-acid-producing bac¬ 
teria may also be added. Authorized ar¬ 
tificial coloring may be added. Sufficient 
rennet, or other safe and suitable milk- 
clotting enzyme that produces equivalent 
curd formation, or both, with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent (calculated 
as anhydrous calcium chloride) of the 
weight of the milk, is added to set the 
milk to a semisolid mass. The mass is 
cut into particles similar in size to wheat 
kernels. For about 30 minutes the par¬ 
ticles are alternately stirred and allowed 
to settle. The temperature is raised to 
about 126 F. Stirring is continued until 
the curd becomes firm. The acidity of 
the whey at this point, calculated as 
lactic acid, does not exceed 0.13 per¬ 
cent. The curd is transferred to hoops 
or forms and pressed until the desired 
shape and firmness are obtained. The 
cheese is then salted by immersing it 
in a saturated salt solution for about 
3 days. It Is then held at a temperature 
of about 50 F to 60" F for a period of 
5 to 10 days, after which it is held at a 
temperature of about 75* F until it is 
approximately 30 days old, or until the 
so-called eyes form. Salt, or a solution 
of salt in water. Is added to the surface of 
the cheese at some time during the cur¬ 
ing process. The cheese is then stored 
at a lower temperature for further cur¬ 
ing. A harmless preparation of enzymes 
of animal or plant origin capable of aid¬ 
ing in the curing or development of 
flavor of swiss cheese may be added dur¬ 
ing the procedure, in such quantity that 
the weight of the solids of such prepara¬ 
tion Is not more tlian 0.1 percent of the 
weight of the milk used. 

(c)(1) For the purposes of this sec¬ 
tion. the word “milk" means cow's milk, 
which may be adjusted by separating 
part of the fat- therefrom or by adding 
thereto cream or skim milk. Such milk 
may be bleached by the use of benzoyl 
peroxide or a mixture of benzoyl perox¬ 
ide with potassium alum, calcium sul¬ 
fate. and magnesium carbonate; but the 
weight of the benzoyl peroxide is not 
more than 0.002 percent of the weight 
of the milk bleached, and the weight of 
potassium alum, calcium sulfate, and 
magnesium carbonate, singly or com¬ 
bined. is not more than six times the 
weight of the benzoyl peroxide used. If 
the milk is bleached in this manner, 
sufficient vitamin A is added to the curd 


to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring is not 
used. 

(2) During the cheese-making process 
the milk may be treated as provided in 
9 133.113(c) (3). 

(d) Swiss cheese in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in¬ 
gredient consisting of sorbic acid, potas¬ 
sium sorbate. sodium sorb&te. or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid. 

(e) .(D(D If swiss cheese in sliced or 
cut form contains an optional mold-in¬ 
hibiting ingredient as specified in para¬ 
graph id) of this section, the label shall 

bear the statement 44 _added 

to retard mold growth" or "__ 

added as a preservative", the blank be¬ 
ing filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used. 

(il> If the milk used is bleached, the 
label shall bear the statement “Milk 
bleached with benzoyl peroxide". 

(2) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the statement 
specified in this section, showing the op¬ 
tional ingredient used, shall immediately 
and conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter. 

§ 133.196 Shim rhrr*e for mu mi furl ur- 
ing. 

Swiss cheese for manufacturing con¬ 
forms to the definition and standard of 
identity prescribed for swiss cheese by 
9 133.195, except that the holes, or eyes, 
have not developed throughout the en¬ 
tire cheese, and the provisions of para¬ 
graph (d) of that section do not apply; 
however, the labeling requirements of 
paragraph (e)(2) of that section do 
apply. 

PART 135—FROZEN DESSERTS 
Subpart A—(RaiarvadJ 

Subpart B—R+quJrvmant* for Specific 
Standardized Frozen Otuirtf 

8*C. 

135.10 Frozen custard. 

135.20 Fruit sherbet* 

135.30 Ice cream. 

135.40 Ice mllX. 

135 50 Meliorlne. 

135.65 Nonfruit sherbet* 

135.70 Nonfruit water Ices. 

135 00 Water Ices. 


Authority: 8ecs. 401. 701. 52 8tat. 1046 as 
amended. 1055-1056 as amended (21 U.8.O. 
341. 371). 

Subpart A—[Reserved] 

Subpart B—Requirements for Specific 
Standardized Frozen Desserts 

§133.10 Froirn cuiUrd. 

Frozen custard, french ice cream, 
french custard ice cream conforms to 
the definition and standard of Identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for ice cream by 9 135.30. ex¬ 
cept that one or more of the optional egg 
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Ingredients permitted by I 135.30(f) (1) 
are used In such quantity that the total 
weight of egg yolk solids therein Is not 
less than 1.4 percent of the weight of the 
finished frozen custard: Provided, how¬ 
ever, That when the Ingredients named 
in § 135.30(b) (3) through (8). Inclusive, 
are used, the content of egg yolk solids 
may be reduced to proportion to the 
bulky Ingredient or ingredients added, 
under the conditions prescribed by 
9 135.30(a) for reduction to milk fat and 
total milk solids; but In no case Is the 
content of egg yol* solids less than 1.12 
percent 

§ 135.20 Frnil ilirrlweU- 

(a) Fruit sherbets are the foods each 
of which Is prepared by freezing, while 
stirring, a mix composed of one or more 
of the optional characterizing fruit In¬ 
gredients specified to paragraph <b> of 
this section and one or more of the 
optional ingredients specified to para¬ 
graph (c) of this section, sweetened 
with one or more of the optional sweet¬ 
ening ingredients specified in paragraph 
(d) of this section. One or more of the 
optional ingredients specified to para¬ 
graph (e> of this section may be used, 
subject to the conditions hereinafter set 
forth. The mix of combined dairy In¬ 
gredients. with or without other Ingredi¬ 
ents, Is pasteurized. The titra table 
acidity of the finished fruit sherbet, cal¬ 
culated as lactic acid. Is not less than 
0.35 percent. The mix with or with¬ 
out added water may be seasoned with 
salt, and may be homogenized. The 
optional dairy Ingredients used and 
the content of milk fat and nonfat 
milk solids thereto are such that the 
weight of milk fat Is not less than 1 
percent and not more than 2 percent, 
and the weight of total milk solids Is 
not less than 2 percent and not more 
than 5 percent of the weight of the 
finished fruit sherbet. The optional 
caseinates specified in paragraph (e)(7) 
of this section are not deemed to be milk 
solids. The finished fruit sherbet weighs 
not less than 6 pounds to the gallon: ex¬ 
cept that when the optional Ingredient 
microcryatalltoe cellulose specified In 
paragraph ie) (it) of this section is used, 
the finished fruit sherbet weighs not leas 
than 6 pounds to the gallon, exclusive of 
the weight of the microcrystalline cellu¬ 
lose. 

<b) The optional fruit characterizing 
Ingredients referred to to paragraph (a) 
of this section are any mature fruit or 
the Juice of any mature fruit. The fruit 
or fruit Juice used may be fresh, frozen, 
canned, concentrated, or partially’ or 
wholly dried. The fruit may be thick¬ 
ened with pectin or other of the optional 
Ingredients named in paragraph (e) (2) 
of this section, subject to the restriction 
on the total quantity of such substances 
In fruit sherbets prescribed to that para¬ 
graph. The fruit Is prepared by the re¬ 
moval of pits, seeds, skins, and cores, 
where such removal is usual In prepar¬ 
ing that kind of fruit for consumption as 
fresh fruit. The fruit may be screened, 
crushed, or otherwise comminuted. It 
may be acidulated with cttrlc acid, 
ascorbic add. or phosphoric acid. In 


the case of concentrated fruit or fruit 
Juices, from which part of the water 
Is removed, substances contributing 
flavor volatilized during water removal 
may be condensed and relncorporat- 
ed to the concentrated fruit or fruit 
Juice. In the case of citrus fruits, the 
whole fruit, Including the peel but ex¬ 
cluding the seeds, may be used, and in 
the case of citrus Juice or concentrated 
citrus juices, cold-pressed citrus oil may 
be added thereto in an amount not ex¬ 
ceeding that which would have been ob¬ 
tained If the whole fruit had been used. 
The quantity of fruit ingredients used 
is such that, in relation to the weight of 
the finished sherbet, the weight of fruit 
or fruit Juice, as the case may be < Includ¬ 
ing water necessary to reconstitute par¬ 
tially or wholly dried fruits or fruit Juices 
to their original moisture content), is 
not less than 2 percent to the case of 
citrus sherbets, 6 percent to the case of 
berry sherbets, and 10 percent in the 
case of sherbets prepared with other 
fruits. For the purposes of this section, 
tomatoes and rhubarb are considered as 
kinds of fruit. 

(c) The optional dairy ingredients re¬ 
ferred to In paragraph (a) of this sec¬ 
tion are: Cream, dried cream, plastic 
cream (sometimes known as concen¬ 
trated milk fat), butter, butter oil. milk, 
concentrated milk, evaporated milk, su¬ 
perheated condensed milk, sweetened 
condensed milk, dried milk, skim milk, 
concentrated skim milk, evaporated skim 
milk, condensed skim milk, superheated 
condensed skim milk, sweetened con¬ 
densed skim milk, sweetened condensed 
part-skim milk, nonfat dry milk, sweet 
cream buttermilk, condensed sweet 
cream buttermilk, dried sweet cream 
buttermilk, skim milk that has been con¬ 
centrated and from which part of the 
lactose has been removed by crystalliza¬ 
tion, concentrated cheese whey, and 
dried cheese whey. Water may be 
added, or water may be evaporated from 
the mix. The sweet cream buttermilk 
and the concentrated sweet cream but¬ 
termilk or dried sweet cream buttermilk, 
when adjusted with water to a total 
solids content of 8.5 percent , has a titrat- 
able acidity of not more than 0,17 per¬ 
cent. calculated as lactic acid. The 
term “milk" as used in this section means 
cow’s milk. Dried cheese whey la uni¬ 
formly light in color, free from brown 
and black scorched particles, and has 
an alkalinity of ash. not more than 225 
milliliters 0.1N HC1 per 100 grams, a 
bacterial count of not more than 50.000 
per gram, and, as adjusted with water 
to a total solids content of 6.5 percent, 
a titratable acidity of not more than 
0.16 percent calculated as lactic add. 
Concentrated cheese whey has an alka¬ 
linity of ash. not more than 115 milli¬ 
liters 0.1N HC1 per 100 grams, a bacterial 
cotint of not more than 50,000 per gram, 
and. as adjusted with water to a total 
solids content of 6.5 percent, a titratable 
acidity of not more than 0.18 percent, 
calculated as lactic acid. 

<d> The optional sweetening ingredi¬ 
ents referred to In paragraph (a) of this 
section are: Sugar (sucrose), dextrose. 
Invert sugar (paste or strop), glucose 


sirup, dried glucose sirup, com sirup, 
dried corn sirup, malt sirup, malt ex¬ 
tract. dried malt sirup, dried malt ex¬ 
tract. maltose sirup, dried maltose sirup. 

(e) Other optional Ingredients re¬ 
ferred to In paragraph (a) of this sec¬ 
tion are: 

<1> Liquid eggs, frozen eggs, dried 
eggs, egg yolks, frozen yolks, dried yolk*; 
but the weight of egg yolk solids therein 
is less than 0.5 percent of the weight of 
the finished fruit sherbet. 

(2) Agar-agar, algin (sodium algi¬ 
nate) . calcium sulfate, egg white, gelatin, 
gum acacia, guar seed gum. gum karayt, 
locust bean gum, oat gum. gum tr&ga- 
canth. hydroxypropyl methykcllulose. 
carrageenan, salts of carrageenan, fur- 
cdleran. salts of furcelleran. lecithin, 
pectin, psyllium seed husk, sodium car- 
boxymethylcellulose. The total weight 
of the solids of any such Ingredient used 
singly or of any combination of two or 
more such ingredients used (Including 
any such Ingredient added separately to 
the fruit Ingredient) is not more than 
0.5 percent of the weight of the finished 
fruit sherbet. Such ingredients may be 
added to admixture with dextrin, propyl¬ 
ene glycol, or glycerin. 

(3) Monoglyceridcs or digiycerides or 
both of fat-forming fatty acids. The 
total weight of such ingredients is not 
more than 0.2 percent of the weight of 
the finished fruit sherbet. If the prep¬ 
aration used is one having a high pro¬ 
portion of monoglyceridcs (over 00 per¬ 
cent) , it may be preblended with edible 
fat. but the amount of such fat does 
not exceed 20 percent by weight of the 
blend, and the total amount of the blend 
used docs not exceed 0.2 percent of the 
weight of the finished fruit sherbets 

(4) Polysorbate 65. polysorbate 80. or 
both (complytog with the provision- 1 ' of 
| 172 838 and I 172 840 of this chapter 
including the limit on either used sep¬ 
arately or both used to combination of 
not more than 0.1 percent by weight of 
the finished frozen dessert). 

(5) Propylene glycol alginate (comply¬ 
ing with the provisions of f 172.858 of 
tills chapter including the limit of not 
more than 0.5 percent by weight of the 
finished frozen dessert). 

(6) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos¬ 
phoric acid, or any combination of two 
or more of the.se In such quantity as 
seasons the finished food. 

(7) Casein prepared by precipitation 
with gums, ammonium caseinate, calcium 
caseinate, potassium caseinate, sodium 
caseinate. 

(8) Any natural food flavoring 

(0) Any artificial flavoring. 

<10) Coloring. Including artificial col¬ 
oring. 

(11) Microcrystalllne cellulose. In * 
quantity not to exceed 0.5 percent of the 
weight of the finished fruit sherbet 

(12) When one or more of the optional 
thickening ingredients to paragraph 
(e)(2) or (5) of this section are used, 
dioctyl sodium sulfosuccinate comply^ 
with the requirements of § 172.810 oi 
this chapter may be used to a quantl > 
not in excess of 0.5 percent by weight 
of such ingredients. 
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<f> The name of each such fruit sher¬ 
bet is 44 --sherbet’’, the blank 

being filled In with the common name of 
the fruit or fruits from which the fruit 
ingredients used are obtained. When the 
names of two or more fruits are Included, 
such names shall be arranged in order of 
predominance, if any. by weight of the 
respective fruit ingredients used, 

<g> When the optional ingredients 
artificial coloring or artificial flavoring 
are used in fruit sherbet they shall be 
named on the labels as follows: 

< 1 > The label shall designate artifleial 
coloring by the statement "artificially 
colored", "artificial coloring added", 
"with added artifleial coloring", or 

.—— an artificial color added". 

the blank being filled in with the name 
of the artificial colqrlng used. 

< 2 > The label shall designate artificial 
flavoring by the statement "artificially 
flavored", "artificial flavoring added", 
"with added artificial flavoring", or 

“-an artificial flavor added". 

the blank being filled in with the name 
of the artificial flavoring used. 

Whenever artificial flavoring is not 
added as such but as a component of 
some other ingredient, the label shall In¬ 
clude the statement 44 _artifi¬ 

cially flavored", the blank being filled in 
with the name of such other ingredient. 

(4) When the optional Ingredient mi- 
crocrystalllne cellulose specified in para¬ 
graph (e) (ID of this section is used, the 
label shall bear the statement "micro- 
crystalline cellulose added" or "with 
added microcrystalline cellulose". 

Label statements may be combined, as 
for example, "with added artificial fla¬ 
voring and artificial coloring 4 *. 

<h> Where one or more or the optional 
ingredients artificial coloring or artificial 
flavoring are used and there appears on 
the label any representation os to the 
fruit or fruits in the sherbet, such 
representation shall be immediately and 
conspicuously accompanied by appropri¬ 
ate label statements as prescribed in par¬ 
agraph (g) of this section, showing the 
optional ingredients used. 

•i> Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statements spec¬ 
ified in this section, showing the optional 
ingredients used, shall immediately and 
conspicuously precede or follow such 
name without intervening written, print¬ 
ed. or graphic matter. 

§ 1.T5.30 Ire rrrum. 

<a> Ice cream Is the food prepared by 
freezing, while stirring, a pasteurized 
mix composed of one or more of the 
optional Ingredients specified in par- 
<c> of this section, sweetened 
with one or more of the optional sweet¬ 
ening ingredients specified In paragraph 
<di of this section. One or more of the 
optional characterizing Ingredients spee¬ 
ded in paragraph (b) of this section 
and one or more of the optional ingredl- 
fjjf ft P*clh«d in paragraph (d) (5) to 
U0) may be used to characterize the ice 
One or more of the optional 
caseinates specified in paragraph (e> 


and one or more of the optional ingredi¬ 
ents specified in paragraph (f) of this 
section may be used, subject to the con¬ 
ditions hereinafter set forth. The mix 
may be seasoned with salt, and may be 
homogenized. The kind and quantity of 
optional dairy ingredients used, as speci¬ 
fied In paragraph <c> of this section, and 
the content of milk fat and nonfat milk 
solids therein, are such that the weights 
of milk fat and total milk solids arc not 
less than 10 percent and 20 percent, re¬ 
spectively. of the weight of the finished 
ice cream: but in no case shall the con¬ 
tent of milk solids not fat be less than 6 
percent, except that when one or more 
of the bulky optional Ingredients as 
specified in paragraph <b> (3) to <8>. 
inclusive, of this section, are^used. the 
weights of milk fat and total milk solids 
• exclusive of such fat and solids in any 
malted milk used) are not less than 10 
percent and 20 percent, respectively, of 
the remainder obtained by subtracting 
the weight of such optional ingredients, 
modified as prescribed in this paragraph, 
from the weight of the finished ice 
cream: but in no case is the weight of 
milk fat or total milk solids less than 8 
percent and 1G percent, respectively, of 
the weight of the finished ice cream. The 
optional caseinates specified in para¬ 
graph (e> of this section are not deemed 
to be milk solids. In calculating the re¬ 
duction of milk fat and total milk solids 
from the use of bulky optional ingredi¬ 
ents, chocolate and cocoa solids used 
shall be considered the bulky ingredients 
of paragraph <b><3> of this section. In 
order to make allowance for additional 
sweetening ingredients needed when 
bulky ingredients are used, the weight 
of chocolate or cocoa solids may be mul¬ 
tiplied by 2.5; the weight of fruit or 
nuts used may be multiplied by 1.4; and 
the weight of partially or wholly dried 
fruits or fruit juices may be multiplied 
by appropriate factors to obtain the orig¬ 
inal weights before drying and this 
weight multiplied by 1.4. The finished ice 
cream contains not less than 1.6 pounds 
of total solids to the gallon and weighs 
not less than 4.5 pounds to the gallon: 
except that when the optional ingredient 
microcrystalline cellulose specified in 
paragraph (f) <6) of this section is used, 
the finished ice cream contains not less 
than 1.6 pounds of total solids to the 
gallon and weighs not leas than 4.5 
pounds to the gallon exclusive, in both 
cases, of the weight of the microcrystal¬ 
line cellulose. Artifleial flavoring In any 
chocolate, cocoa, confectionery, or other 
ingredient used is an optional ingredient 
of the finished ice cream. Coloring. In¬ 
cluding artificial coloring, may be added." 

(b > The optional characterizing ingre¬ 
dients referred to in paragraph <a> of 
this section are: 

(1) Ground spice, ground vanilla 
beans, infusion of coffee or tea. or any 
natural food flavoring. 

(2) Artificial food flavoring. 

• 3) Chocolate or cocoa, which may be 
added as such or as a suspension In sirup. 


•Section 403( k) of the Federal Fbod. Drug, 
and Cosmetic Act grant* label declaration 
exemption for artificial coloring In Ice cream. 


and which may contain dUodium phos¬ 
phate or sodium citrate In such quantity 
that the finished ice cream contains not 
more than 0.2 percent by weight of diso¬ 
dium phosphate or sodium citrate. For 
the purposes of this section, the term 
"cocoa" means one or any combination 
of two or more of the following: Cocoa, 
breakfast cocoa. low-fat cocoa, and the 
unpulverized residual material prepared 
by removing part of the fat from ground 
cacao nibs. 

<4> Mature fruU or the Juice of mature 
fruit, either of which may be fresh, 
frozen, canned, concentrated, or partially 
or wholly dried. The fruit may be 
whole, shredded, or comminuted; it may 
be sweetened, thickened with pectin or 
with one or more of the ingredients 
named in paragraph »fM2) of this sec¬ 
tion. subject to the restriction on the 
total quantity of such substances in ice 
cream prescribed in that paragraph, and 
it may be acidulated with citric acid, 
ascorbic acid, or phosphoric acid. The 
fruit is prepared by the removal of pits, 
seeds, skins, and cores, where such re¬ 
moval is usual in preparing that kind of 
fruit for consumption as fresh fruit In 
the case of fruit or fruit Juice from which 
part of the water is removed, the sub¬ 
stances contributing flavor volatilized 
during water removal may be condensed 
and reincorporated in the concentrated 
fruit or fruit Juice. In the case of the 
citrus fruits the whole fruit, including 
the peel but excluding the seeds, may be 
used, and in the case of citrus Juice or 
concentrated citrus Juice, cold-pressed 
citrus oil may be added in an amount not 
exceeding that which would have been 
obtained If the peel from the whole fruit 
had been used. For the purposes of this 
section, the fle^h of the coconut shall be 
considered a fruit. 

(5) Nut meats, which may be roasted, 
cooked in an edible fat or oil. or preserved 
in sirup, and which may be salted. 

(6) Malted milk. 

<7) Confectionery. For the purpose* 
of this section, the term "confectionery" 
means candy, cakes, cookies, and gieeded 
fruits. 

(8» Properly prepared and cooked 
cereal. 

(9> Distilled alcoholic beverage, in¬ 
cluding liqueurs or wine, in an amount 
not to exceed that required for flavoring 
the Ice cream. 

(c) The optional dairy Ingredients re¬ 
ferred to in paragraph (a) of this section 
are: Cream, dried cream, plastic cream 
(sometimes known as concentrated milk 
(fat), butter, butter oil, milk, concen¬ 
trated milk, evaporated milk, sweetened 
condensed milk, superheated condensed 
milk, dried milk, skim milk, concentrated 
skim milk, evaporated skim milk, con¬ 
densed skim milk, superheated con¬ 
densed skim milk, sweetened condensed 
skim milk, sweetened condensed part- 
skim milk, nonfat dry milk, sweet cream 
buttermilk, condensed street cream but¬ 
termilk, dried sweet cream buttermilk, 
skim milk that has been concentrated 
and from which part of the lactose has 
been removed by crystallization, skim 
milk In concentrated or dried form 
which has been modified by treating the 
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concentrated eklm milk with calcium 
hydroxide and disod]um phosphate, con¬ 
centrated cheese whey, and dried cheese 
whey. Water may be added, or water 
may be evaporated from the mix. The 
sweet cream buttermilk and the concen¬ 
trated sweet cream buttermilk or dried 
sweet cream buttermilk, when adjusted 
with water to a total solids content of 

8.5 percent, has a tltratable acidity of not 
more than 0.17 percent, calculated as lac¬ 
tic acid. The term "milk" as used in this 
section means cow’s milk. Any concen¬ 
trated cheese whey and dried cheese whey 
used contribute not more than 25 percent 
by weight of the total nonfat milk solids 
content of the finished food. Dried 
cheese whey is uniformly light In color, 
free from brown and black scorched par¬ 
ticles, and has an alkalinity of ash, not 
more than 225 milliliters 0.1N HC1 per 
100 grams, a bacterial count of not more 
than 50,000 per gram, and, os adjusted 
with water to a total solids content of 

6.5 percent, a tltratable acidity of not 
more han 0.16 percent, calculated as 
lactic acid. Concentrated cheese whey 
has an alkalinity of ash, not more than 
115 milliliters 0.1N HCl per 100 grams, a 
bacterial count of not more than 50.000 
per gram, and, as adjusted with water to 
a total solids content of 6.5 percent, a 
tltratable acidity of not more than 0.18 
percent, calculated as lactic acid. The 
modified skim milk, when adjusted with 
water to a total solids content of 9 per¬ 
cent Is substantially free of lactic ac 4 d 
as debrrmined by titration with 0.1 AT 
NuOH and it has a pH value In the range 
of 8.0 to 8 3. 

<d) The optional sweetening ingre¬ 
dients referred to In paragraph (a) of 
this section are: 

(1) Sugar (sucrose) or sugar sirup. 

(2) Dextrose. 

(3) Invert sugar ‘in paste or sirup 
form). 

(4) Corn sirup, dried com sirup, glu¬ 
cose sirup, dried glucose sirup. 

(5) Maple sirup, maple sugar. 

(6) Honey. 

(7) Brown sugar. 

(8) Malt sirup, maltose sirup, malt 
extract. 

(9) Dried malt sirup, dried maltose 
sirup, dried malt extract. 

(10) Refiner's simp. 

(11) Molasses (other than black¬ 
strap). 

(12) Lactose. 

(13) Fructose N. F. 

(e) The optional caseinates referred 
to in paragraph (a) of this section which 
may be added to ice cream mix contain¬ 
ing not less than 20 percent total milk 
solids are: Casein prepared by precipita¬ 
tion with gums, ammonium caseinate, 
calcium caseinate, potassium caseinate, 
and sodium caseinate. Caseinates may 
be added in liquid or dry form, but must 
be free of excess alkali. 

(f) Other optional Ingredients re¬ 
ferred to in paragraph (a) of this section 
are: 

(1) Liquid eggs, frozen eggs, dried 
eggs, egg yolks, frozen egg yolks, and 
dried egg yolks. Any egg Ingredient used 
is added to the mix before It is pasteur¬ 
ized. The total weight of egg yolk solids 


In the finished ice cream from one or a 
combination of two or more such In¬ 
gredients is less than the minimum pre¬ 
scribed for frozen custard by I 135.10 
<1.4 percent). 

<2> Agar-agar, Elgin (sodium algi¬ 
nate). calcium sulfate, gelatin, gum 
acacia, guar seed gum. gum karaya, 
locust bean gum. oat gum, gum traga- 
canth, carrageenan, salts of carrageenan, 
furcelleran. salts of furcelleran. lecithin, 
psyllium seed husk, sodium carboxy- 
methylcellulose. The total weight of the 
solids of any such Ingredient used singly 
or of any combination of two or more 
such Ingredients used (Including any 
such Ingredient and pectin added sepa¬ 
rately to the frutt ingredient) Is not 
more than 0.5 percent of the weight of 
the finished ice cream. Such Ingredients 
may be added in admixture with dextrin, 
propylene glycol, or glycerin. 

(3) Monoglycerides or dlglyceridcs or 
both of fat-forming fatty acids. The 
total weight of such ingredients is not 
more than 0 2 percent of the weight of 
the finished ice cream. If the prepara¬ 
tion used ts one having a high propor¬ 
tion of monoglycerides (over 90 percent), 
it may be preblended with edible fat, but 
the amount of such fat does not exceed 
20 percent by weight of the blend, and 
the total amount of the blend used does 
not exceed 0.2 percent of the weight of 
the finished ice cream. 

(4) Polysorbate 65. polysorbate 80, or 
both (complying with the provisions of 
| 172.838 and I 172.840 of this chapter 
including the limit on either used sep¬ 
arately or both used in combination of 
not more than 0.1 percent by weight of 
the finished frozen dessert). 

(5) Propylene glycol alginate (comply¬ 
ing with the provisions of ( 172.858 of 
this chapter including the limit of not 
more than 0.5 percent by weight of the 
finished frozen dessert). 

(6) Mlcrocrystalllne cellulose, In a 
quantity not to exceed 1.5 percent by 
weight of the finished frozen dessert. 

<7) When one or more of the optional 
thickening ingredients in paragraph 
(f)(2) or (5) of this section are used, 
dioctyl sodium sulfosucclnate complying 
with the requirements of 6 172.810 of 
this chapter may be used In a quantity 
not In excess of 0.5 percent by weight of 
such Ingredients. 

(8) (1) Sodium citrate, dlsodlum phos¬ 
phate, tetrasodlum pyrophosphate, 
sodium hexametaphosphate, or any 
combination of two or more of these; 
but the total quantity of the solids of 
such ingredients (exclusive of any dlso¬ 
dlum phosphate or sodium citrate pres¬ 
ent In chocolate or cocoa, ns permitted 
by paragraph (b)(3) of this section) is 
not more than 0.2 percent by weight of 
the finished ice cream. 

<il) Calcium oxide, magnesium oxide, 
calcium hydroxide, magnesium hy drox¬ 
ide, calcium carbonate, magnesium car¬ 
bonate, or any combination of two or 
more of these; but the total quantity of 
the solids of such Ingredients Is not more 
than 0.04 percent of the weight of the 
finished ice cream. 

(g)(1) The name of the food Is "ice 
cream". 


(2) (i) If the food contains no artificial 
flavor, the name on the principal display 
panel or panels of the label shall be ac¬ 
companied by the common or usual 
name of the characterizing flavor. e.g„ 
•’vanilla". In letters not less than one- 
half the height of the letters used In the 
words "ice cream". 

(U) If the food contains both a natural 
characterizing flavor and an artificial 
flavor simulating it. and If the natural 
flavor predominates, the name on the 
principal display* panel or panels of the 
label shall be accompanied by the com¬ 
mon name of the characterizing flavor, 
In letters not less than one-half the 
height of the letters used In the words 
"ice cream", followed by the word "fla¬ 
vored" in letters not less than one-half 
of the height of the letters in the name 
of the characterizing flavor, e.g.. "VA¬ 
NILLA flavored", or "PEACH flavored" 
or "VANILLA flavored and STRAW¬ 
BERRY flavored". 

(lii) If the food contains both a natu¬ 
ral characterizing flavor and an artifi¬ 
cial flavor simulating it. and if the artifi¬ 
cial flavor predominates, or If artificial 
flavor Is used alone, the name on the 
principal display panel or panels of the 
label shall be accompanied by the com¬ 
mon name of the characterizing flavor, 
In letters not less than one-half the 
height of the letters used in the words 
"ice cre^m", preceded by ’^artificial" or 
"artificially flavored", in letters not less 
than one-half the height of the letters 
in the name of the characterizing flavor, 
eg., "artificial VANILLA", or -artifi¬ 
cially flavored STRAWBERRY - or "arti¬ 
ficially flavored VANILLA and artifi¬ 
cially flavored STRAWBERRY". 

(3) (1) If the food Is subject to the 
requirements of paragraph <g> (2) (il) of 
this section or if It contains any arti¬ 
ficial flavor not simulating the charac¬ 
terizing flavor, the label shall also bear 
the words "artificial flavor added * or 
"artificial ....... „. r .. .. flavor added", 

the blank being filled with the common 
name of the flavor simulated by the arti¬ 
ficial flavor in letters of the same size 
and prominence as the words that pre¬ 
cede and follow it. 

(II) When the optional Ingredient 
microcrystalline * cellulose specified In 
paragraph (f) (6) of this section Is used, 
the label shall bear the statement 
"mlcrocrystalllne cellulose added" or 
-with mlcrocrystalllne cellulose". 

(III) When two or more of the optional 
Ingredients specified In paragraphs (b> 

(2) and (f) (6) of this section are used, 
such words may be combined: for ex¬ 
ample. "microcrystalline cellulose and 
artificial flavor added". 

(iv) Wherever the name of the char¬ 
acterizing flavor appears on the label so 
conspicuously as to be easily seen under 
customary conditions of purchase, the 
words prescribed by this paragraph (g > 

(3) shall immediately and conspicu¬ 
ously precede or follow such name, in a 
*\7f* reasonably related to the promi¬ 
nence of the name of the characterizing 
flavor and In any event the size of the 
type Is not less than 6-point on packages 
containing less than 1 pint, not less than 
8-polnt on packages containing at lew* 
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1 pint but less than one-half gallon, not 
less than 10-polnt on packages contain¬ 
ing at least one-half gallon but less than 

1 gallon, and not less than 12-point on 
packages containing 1 gallon or over; 
Provided, however . That where the char¬ 
acterizing flavor and a trade mark or 
brand are presented together, other 
written, printed, or graphic matter that 
Is a part of or Is associated with the 
trade mark or brand, may Intervene if 
the required words are In such relation¬ 
ship with the trade mark or brand as to 
be clearly related to the characterizing 
flavor: And provided further . That If the 
finished product contains more than one 
flavor of Ice cream subject to the re¬ 
quirements of this paragraph (g)(3), 
the statements required by this para¬ 
graph (g) (3) need appear only once In 
each statement of characterizing flavors 
present In guch Ice cream, e.g.. "VA¬ 
NILLA flavored. CHOCOLATE and 
STRAWBERRY flavored, artificial fla¬ 
vors added**. 

(4) IT the food contains both a nat¬ 
ural characterizing flavor and an arti¬ 
ficial flavor simulating the characteriz¬ 
ing flavor, any reference to the natural 
characterizing flavor shall, except as 
otherwise authorized by this paragraph 
(g), be accompanied by a reference to the 
artificial flavor, displayed with substan¬ 
tially equal prominence. e«g„ "straw¬ 
berry and artificial strawberry flavor*'. 

(5) An artificial flavor simulating the 
characterizing flavor shall be deemed to 
predominate: 

(1> In the case of vanilla beans or 
vanilla extract used In combination with 
vanillin If the amount of vanillin used 
is greater than 1 ounce per unit of va¬ 
nilla constituent, as that term is de¬ 
fined In I 169.3(c) of this chapter. 

(11) In the case of fruit or fruit Juice 
used In combination with artificial fruit 
flavor, if the quantity of the fruit or fruit 
Juice used is such that, in relation to the 
weight of the finished Ice cream, the 
weight of the fruit or fruit Juice, as the 
case may be (Including water necessary 
to reconstitute partially or wholly dried 
fruits or fruit Juices to their original 
moisture content). Is less than 2 percent 
In the case of citrus lcc cream. 6 percent 
In the case of berry or cherry ice cream, 
and 10 percent In the case of Ice cream 
prepared with other fruits. 

(ill) In the case of nut meats used in 
combination with artificial nut flavor, 
if the quantity of nut meats used In such 
that* in relation to the finished Ice cream, 
the weight of the nut meats Is less than 

2 percent. 

(lv) In the case of two or more fruits 
or fruit Juices, or nut meats, or both, used 
In combination with artificial flavors 
simulating the natural flavors and dis¬ 
persed throughout the food, if the quan¬ 
tity of any fruit or fruit juice or nut 
meat is less than one-half the applicable 
percentage specified In paragraph (g) (5) 
(11) or (ill) of this section. For example, 
if a combination Ice cream contains less 
than 5 percent of bananas and less than 
1 percent of almonds it would be "Arti¬ 
ficially flavored banana-almond Ice 
cream**. However, If It contains more 
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than 5 percent of bananas and more 
than 1 percent of almonds it would be 
"Banana - almond flavored ice cream". 

(6) If two or more flavors of Ice cream 
arc distinctively combined In one pack¬ 
age. c.g.. "Neapolitan** Ice cream, the ap¬ 
plicable provisions of this paragraph 
(g) shall govern each flavor of Ice cream 
comprising the combination. 

§ 135. SO Ire milk. 

Ice milk is the food prepared from the 
same ingredients and In the same man¬ 
ner prescribed in 1 135.30 for Ice cream 
and complies with all the provisions of 
1 135.30 (Including the requirements for 
label statement of optional ingredients), 
except that: 

(a) Its content of milk fat is more 
than 2 percent but not more than 7 
percent 

(b) Its content of total milk solids Is 
not less than 11 percent 

(c) Caseinates may be added when 
the content of total milk solids Is not less 
than 11 percent. 

(d> The provision for reduction In 
milk fat and total milk solids from the 
addition of bulky Ingredients In 1135.30 
(a) does not apply. 

(e) The quantity of food solids per 
gallon is not less than 1.3 pounds; except 
that when the optional ingredient micro- 
crystalline cellulose specified in 1135.30 

(f) (6) is used the quantity of food solids 
per gallon Is not less than 1.3 pounds, 
exclusive of the weight of the micr©crys¬ 
talline cellulose. 

(f) When any artificial coloring 1 s 
used in Ice milk, directly or as a com¬ 
ponent of any other ingredient, the label 
shall bear the statement "artificially 
colored", "artificial coloring added*’, 
"with added artificial color**, or 

M -- an artificial color added *. 

the blank being filled In with the com¬ 
mon or usual name of the artificial 
color; or In lieu thereof, in case the arti¬ 
ficial color Is a component of an¬ 
other Ingredient. "_artificially 

colored". 

(g) The name of the food is "ice milk". 

ih) If both artificial color and arti¬ 
ficial flavoring are used, the label state¬ 
ments may be combined. 

I 135.50 MrlluritM*. 

(a) Description. (1) Mellorlnc Is a 
food produced by freezing, while stirring, 
a pasteurized mix consisting of safe and 
suitable Ingredients Including, but not 
limited to, mllk : derived nonfat solids 
and animal or vegetable fat. or both, only 
part of which may be milkfat. Mellorine 
Is sweetened with nutritive carbohydrate 
sweetener and Is characterized by the 
addition of flavoring ingredients. 

(2) Mellorine contains not less than 
1.6 pounds of total solids to the gallon, 
and weighs not less than 4.5 pounds to 
the gallon. Mellorine contains not less 
than 6 percent fat and 2.7 percent pro¬ 
tein by weight of the food, exclusive of 
the weight of any bulky flavoring Ingre¬ 
dients used. In no case shall the fat 
conUmt of the finished food be less than 
4.8 jwreent or the protein content be 
less than 2.2 percent. T7ie* protein to 
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meet the minimum protein requirements 
shall be provided by milk solids not fat 
and/or other milk-derived Ingredients, 
and shall have a protein efficiency ratio 
(PER) not less than that of whole milk 
protein (120 percent of casein as deter¬ 
mined by the method prescribed in para¬ 
graph (d) (3> of this section). 

(3) When calculating the minimum 
amount of milkfat and protein required 
in the finished food, the solids of choco¬ 
late or cocoa used shall be considered a 
bulky flavoring Ingredient. In order to 
make allowance for additional sweeten¬ 
ing Ingredients needed when certain 
bulky ingredients are used, the weight 
of chocolate or cocoa solids used may be 
multiplied by 2.5; the weight of fruit 
or nuts used may be multiplied by 1.4; 
and the weight of partially or wholly 
dried fruits or fruit Juices may be multi¬ 
plied by appropriate factors to obtain 
the original weights before drying and 
this weight may be multiplied by 1.4. 

(b) Fortification. Vitamin A Is present 
In a quantity which will ensure that 40 
international units (IU) are available 
for each gram of fat In mellorine, within 
limits of good manufacturing practice. 

<c> Definitions. For the purposes of 
this section a pasteurized mix is one 
every particle of which has been heated 
In properly operated equipment to one of 
the temperatures specified In the table 
of this paragraph and held continuously 
at or above that temperature for the 
specified time (or other time/tempera¬ 
ture relationship which has been dem¬ 
onstrated to be equivalent thereto In 
microbial destruction): 

Temperature: Time 

155* F--- 30 minutes 

175* F-. 25 seconds 

<d) Methods of analysis. Fat and pro¬ 
tein content, and the PER shall be de¬ 
termined by the methods contained In 
the "Official Methods of Analysis of the 
Association of Official Analytical Chem¬ 
ists." 11th cd.. 1970.* 

<1) Fat content shall be determined 
by the method: "Fat. Roese-Oottlicb 
Method—Official Final Action." section 
16.228. 

(2) Protein content shall be deter¬ 
mined by one of the following methods: 
"Nitrogen—Official Final Action," KJol- 
dahl Method, section 16.226. or Dye 
Binding Method, section 16.227. 

(3) PER shall be determined by the 
method: "Biological Evaluation of Pro¬ 
tein Quality—Official Final Action" sec¬ 
tions 39.166-39.170. 

(e) Nomenclature. The name of the 
food is "mellorine". The name of the 
food on the label shall bo accompanied 
by a declaration indicating the presence 
of characterizing flavoring in the same 
manner as is specified In I 135.30(g), 

(f) Label declaration. The common or 
usual name of each of the Ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter, except that sources of 
milkfat or milk solids not fat may be 
declared, in descending order of predom¬ 
inance. either by the use of all the terms 
"water, milkfat, and nonfat milk solids’*. 
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or alternatively as permitted in ft 101.4 of 
this chapter. 

Notv: I 136-00 (formerly 1 30.8) wim stayed 
In Its entirety at 40 PR 60726, Dec. SO. 1075. 

§ I35.65 Nimfruit »licrl>cte. 

ia* Nonfruit sherbets are the foods 
each of which is prepared by freezing, 
while stirring, a mix composed of one 
or more of the optional characterizing 
ingredients specified in paragraph <b) of 
this section and one or more of the op¬ 
tional dairy ingredients specified in para¬ 
graph (c) of this section, sweetened with 
one or more of the optional sweetening 
Ingredients specified in paragraph <d> of 
this section. One or more of the optional 
Ingredients specified in paragraph <e> of 
this section may be used, subject to the 
conditions hereinafter set forth. The mix 
of combined dairy ingredients, with or 
without other Ingredients. Ls pasteurized. 
The mix, with or without added water, 
may be seasoned with salt and may be 
homogenized. The optional dairy ingre¬ 
dients used and the content of milk fat 
and nonfat milk solids therein are such 
that the weight of milk fat is not less 
than 1 percent and not more than 2 per¬ 
cent and the weight of total milk solids 
is not less than 2 percent and not more 
than 6 percent of the weight of the fin¬ 
ished nonfruit sherbets. The optional 
caseinates specified In paragraph <c) (7) 
of tills section are not deemed to be milk 
solids. The finished nonfruit sherbet 
weigiis not less than 6 pounds to the gal¬ 
lon; except that when the optional in¬ 
gredient microcrystalline cellulose speci¬ 
fied In paragraph (e) (9) of this section 
is used, the finished nonfruit sherbet 
w eighs not less than 6 pounds to the gal¬ 
lon. exclusive of the weight of the mlcro- 
crystallinc cellulose. 

(b) The optional characterizing in¬ 
gredients referred to In paragraph (a> 
of this section are: 

(1) Oround spice or infusion of coffee 
or tea. 

(2) Chocolate or cocoa. Including 
sirup. 

(3) Confectionery. 

(4) Distilled alcoholic beverage, includ¬ 
ing liqueurs or wine. In an amount not 
to exceed that required for flavoring the 
sherbet. 

(5) Any natural or artificial food 
flavoring (except any having a character¬ 
istic fruit or fruitlike flavor). 

(c) The optional dairy Ingredients 
referred to in paragraph (a) of this sec¬ 
tion are: Cream, dried cream, plastic 
cream (sometimes known as con¬ 
centrated milk fat), butter, butter oil. 
milk, concentrated milk, evaporated 
milk, superheated condensed milk, 
sweetened condensed milk, dried milk, 
skim milk, concentrated skim milk, evap¬ 
orated skim milk, condensed skim milk, 
superheated condensed skim milk, 
sweetened condensed skim milk, sweet¬ 
ened condensed part-skim milk, nonfat 
dry milk, sweet cream buttermilk, con¬ 
densed sw r cct cream buttermilk, dried 
sweet cream buttermilk, skim milk that 
has been concentrated and from which 
part of the lactose has been removed by 
crystallization. concentrated cheese 


whey, and dried cheese whey. Water may 
be added or water may be evaporated 
from the mix. The Mveet cream butter¬ 
milk and the concentrated sweet cream 
buttermilk or dried sweet cream butter¬ 
milk, when adjusted with water to a total 
solids content of 8.5 percent, has a Utrat- 
able acidity of not more than 0.17 percent 
calculated as lactic acid. The term “milk” 
as used in this section means cow ’s milk. 
Dried cheese whey Is uniformly light in 
color, free from brown and black 
scorched particles, and has on alkalinity 
of ash not more than 225 milliliters o AN 
HC1 per 100 grams, a bacterial count 
of not more than 50.000 per gram. and. 
as adjusted with water to a total solids 
content of 8.5 percent, a tltratable acid¬ 
ity of not more than 0.16 percent cal¬ 
culated as lactic acid. Concentrated 
cheese whey has an alkalinity of ash not 
more than 115 milliliters of 0.1N HC1 per 
100 grains, a bacterial count of not more 
than 50,000 per gram, and, as adjusted 
with water to a total solids content of 6.5 
percent, a tltratable acidity of not more 
than 0.18 percent calculated as lactlo 
acid. 

(d> The optional sweetening ingredi¬ 
ents referred to In paragraph (a) of this 
section are: Sugar (sucrose), dextrose, 
invert sugar (paste or sirup), glucose 
sirup, dried glucose sirup, corn sirup, 
dried com sirup, malt sirup, malt extract, 
dried malt sirup, dried malt extract, 
maltose sirup, dried maltose sirup. 

(e) Other optional ingredients re¬ 
ferred to in paragraph (a) of this section 
are: 

(1) Liquid eggs, frozen eggs, dried 
eggs, egg yolks, frozen yolks, dried yolks; 
but the weight of egg yolk solids there¬ 
in is less than 0.5 percent of the weight 
of the finished nonfruit sherbet. 

(2) Agar-agar, algln (sodium algi¬ 
nate) , calcium sulfate, egg white, gelatin, 
gum acacia, guar seed gum. gum karaya. 
locust bean gum. oat gum, gum trag- 
acanth, hydroxypropyl methylcellulose. 
carrageenan, salts of carrageenan, fur- 
celleran. salts of furcelleran. lecithin, 
pectin, psyllium seed husk, sodium car- 
boxymethylcellulofle. The total weight of 
the solids of any such ingredient used 
singly or of any combination of two or 
more such ingredients used ls not more 
than 0.5 percent of the Weight of the 
finished, nonfruit sherbet. Such in¬ 
gredients may be added in admixture 
with dextrin, propylene glycol, or 
glycerin. 

(3) Monoglyccrldes or dlglycerides or 
both of fat-forming fatty acids. The 
total weight of such ingredients Is not 
more than 0.2 percent of the weight of the 
finished nonfruit sherbet. If the prepara¬ 
tion used ls one having a high propor¬ 
tion of monoglycerides (over 00 percent). 
It may be preblended with edible fat, but 
the amount of such fat does not exceed 
20 percent by weight of the blend and the 
total amount of the blend used does not 
exceed 0.2 percent of the weight of the 
finished nonfruit sherbet. 

(4) Polysorbate 65. polysorbate 80. or 
both, (complying with the provisions of 
fft 172.838 and 172.840 of this chapter 
including the limit on either used sepa¬ 


rately or both used in combination of not 
more than 0.1 percent by weight of the 
finished frozen dessert). 

(5) Propylene glycol alginate (com¬ 
plying with the provisions of ft 172.858 
of this chapter including the limit of not 
more than 0.5 percent by weight of the 
finished frozen dessert*. 

(6) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos¬ 
phoric acid, or any combination of two 
or more of these in such quantity as 
seasons the finished food. 

i7) Casein prepared by precipitation 
with gums, ammonium caseinate, calcium 
caseinate, potassium caseinate, sodium 
caseinate. 

(8> Coloring. Including artificial 
coloring. 

(9) Microcrystalline cellulose, in a 
quantity not to exceed 0.5 percent of the 
weight of the finished nonfruit sherbet 

(10) When one or more of the optional 
thickening ingredients in paragraph (e> 

(2) or (5) of this section are used, 
dioctyl sodium sulfosuccinate complying 
with the requirements of ft 172.810 of this 
chapter may be used In a quantity not in 
excess of 0.5 percent by weight of such 
Ingredients. 

(f) Except oa provided for In para¬ 
graph (g) of this section, the name of 

each such nonfruit sherbet is 44 .. 

_sherbet", the blank being filled in 

with the common or usual name or names 
of the characterizing flavor or flavors; for 
example, “peppermint". 

(g) If the characterizing flavor used 
ls vanilla, the name of the food Is 

".....sherbet", the blank being 

filled in as specified by | 135.30(g)(2) 
and (5) (1) . 

(h> When the optional Ingredients 
artificial flavoring, artificial coloring, or 
mlcrocrystalllne cellulose are used In 
nonfruit sherbet, they shall be named 
on the label as follows: 

(1) If the flavoring ingredient or in¬ 
gredients consists exclusively of artificial 
flavoring, the label designation shall be 
“artificially flavored". 

(2) If the flavoring ingredients are a 
combination of natural and artificial 
flavors, the label designation shall be 
“artificial and natural flavoring added" 

(3) The label shall designate artificial 
coloring by the statement “artificially 
colored", “artificial coloring added*, 
“with added artificial coloring", or 

“__ an artificial color added 

the blank being filled in with the name 
of the artificial coloring used. 

(4) When the optional ingredient ml¬ 
crocrystalllne cellulose is used, the label 
shall bear the statement “microcrystal¬ 
line cellulose added" or “with added 
mlcrocrystalllne cellulose". 

(1) Wherever there appears on the 
label any representation as to the char¬ 
acterizing flavor or flavors of the food 
and such flavor or flavors consist In 
whole or in part of artificial flavoring, 
the statement required by paragraph (h> 
(I) or (2) of this section, as appropriate, 
shall immediately and conspicuously pre¬ 
cede or follow such representation, with¬ 
out Intervening written, printed, or 
graphic matter (except that the word 
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"sherbet'’ may Intervene) In a size rea¬ 
sonably related to the prominence of the 
name of the characterizing flavor and In 
any event the size of the type is not less 
than 6-point on packages containing less 
than 1 pint, not less than 8-point on 
packages containing at least 1 pint but 
less than one-half gallon, not less than 
10-point on packages containing at least 
one-half gallon but less than 1 gallon, 
and not less than 12-point on packages 
containing 1 gallon or over. 

(J) Except as specified in paragraph 

(1) of tills section, the statements re¬ 
quired by paragraph (h) of this section 
shall be set forth on the principal display 
panel or panels of the label with such 
prominence and conspicuousness as to 
render them likely to be read and under¬ 
stood by the ordinary individual under 
customary conditions of purchase and 
nag 

$ 135.70 Nonfruit water ice*. 

(a) Nonfruit water ices are the foods 
each of which Is prepared by freezing, 
while stirring, a mix composed of one or 
more of the optional characterizing In¬ 
gredients specified in paragraph (b) of 
this section, sweetened with one or more 
of the optional sweetening ingredients 
specified in paragraph (c) of this sec¬ 
tion. One or more of the optional in¬ 
gredients specified in paragraph (d) of 
this section may be used, subject to the 
conditions hereinafter set forth. The 
mix, with or without added water, may 
be seasoned w ith salt and may be homog¬ 
enized. The finished nonfruit water ice 
weighs not less than 6 pounds to the 
gallon. 

(b) The optional characterizing in¬ 
gredients referred to In paragraph (a) of 
this section are: 

(1) Ground spice or infusion of coffee 
or tea. 

(2) Chocolate or cocoa, including 
sirup. 

(3) Confectionery. 

(4) Distilled alcoholic beverage. In¬ 
cluding liqueurs or wine, in an amount 
not to exceed that required for flavoring 
the water Ice. 

(5) Any natural or artificial food fla¬ 
voring (except any having a character¬ 
istic fruit or fruit-llkc flavor). 

(c) The optional sweetening ingredi¬ 
ents referred to in paragraph (a) of this 
section are: Sugar (sucrose), dextrose, 
invert sugar (paste or sirup), glucose 
sirup, dried glucose sirup, corn sirup, 
dried com sirup, malt sirup, malt ex¬ 
tract. dried malt sirup, dried malt ex¬ 
tract. maltose sirup, dried maltose sirup. 

<d> Other optional ingredients re¬ 
ferred to in paragraph (a) of this sec¬ 
tion are: 

(1) (i) Agar-agar. Elgin (sodium al¬ 
ginate). egg white, gelatin, gum acacia, 
guar seed gum. gum karoya, locust bean 
gum. oat gum. gum tragacanth. hydrox- 
ypropyl methylccilulose, carrageenan, 
salts of carrageenan, furcelleran, salts of 
furcelleran. propylene glycol alginate, 
pectin, psyllium seed husk, sodium car- 
boxymethylcellulose. The total weight of 
the solids of any such Ingredient used 
singly, or of any combination of two or 
more such Ingredients used, is not more 
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than 0.5 percent of the weight of the fin¬ 
ished nonfruit water ice. Such ingre¬ 
dients may be added in admixture with 
dextrin, propylene glycol, or glycerin. 

(U) When one or more of the optional 
thickening Ingredients in paragraph (d) 
(1X1) of this section are used, dioctyl 
sodium sulfosucctnate complying with 
the requirements of S 172.810 of this 
chapter may be used in a quantity not 
in excess of 0.5 percent by w eight of such 
Ingredients. 

(2) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos¬ 
phoric acid, or any combination of two 
or more of these in such quantity as sea¬ 
sons the finished food. 

(3) Coloring, Including artificial col¬ 
oring. 

(e) Except os provided for in para¬ 
graph (f) of this section, the name of 

each such nonfruit water ice is *_ 

-ice**, the blank being filled in with 

the common or usual name or names of 
the characterizing flavor or flavors; for 
example, "peppermint". 

(f) If the characterizing flavor used is 

vanilla, the name of the food is *_ 

_ice", the blank being filled in as 

specified by $ 135.30(g) (2) and (5) (i). 

(g) When the optional ingredients 
artificial flavoring or artificial coloring 
are used in nonfruit water ice, they shall 
be named on the label as follows: 

(1) If the flavoring ingredient or in¬ 
gredients consist exclusively of artificial 
flavoring, the label designation shall be 
•‘artificially flavored'*. 

(2) If the flavoring ingredients used 
are a combination of natural and arti¬ 
ficial flavors, the label designation shall 
be '‘artificial and natural flavoring 
added". 

<3) The label shall designate arti¬ 
ficial coloring by the statement "arti¬ 
ficially colored", "artificial coloring 
added", "with added artificial coloring". 

or *'_____ on artificial color 

added", the blank being filled in with the 
name of the artificial coloring used. 

(h) Wherever there appears on the 
label any representation as to the char¬ 
acterizing flavor or flavors of the food 
and such flavor or flavors consist in 
whole or in part of artificial flavoring, 
the statement required by paragraph 
(g) (1) or (2) of this section, as appro¬ 
priate, shall immediately and conspicu¬ 
ously precede or follow such representa¬ 
tion. without Intervening written, 
printed, or graphic matter <except that 
the word "ice" may Intervene > in a size 
reasonably related to the prominence of 
the name of the characterizing flavor 
and in any event the size of the type is 
not less than 6-point on packages con¬ 
taining less than 1 pint, not less than 
6-polnt on packages containing at least 
1 pint but less than one-half gallon, not 
less than 10-point on packages contain¬ 
ing at least onc-half gallon but less than 
1 gallon, and not less than 12-polnt on 
packages containing 1 gallon or over. 

(1) Except as specified In paragraph 
<h) of this section, the statements re¬ 
quired by paragraph (&> of this section 
shall be set forth on the principal display 
panel or panels or the label with such 


im> 

prominence and conspicuousness as to 
render them likely to be read and under¬ 
stood by the ordinary Individual under 
customary conditions of purchase and 
use. 

§ 135.90 Water ices* 

(a) Water ices are the foods each of 
which is prepared by freezing, while stir¬ 
ring, a mix composed of one or more of 
the optional characterizing fruit ingredi¬ 
ents specified in paragraph (b) of this 
section, sweetened with one or more of 
the optional sweetening ingredients 
specified in paragraph (c) of this sec¬ 
tion. One or more of the optional in¬ 
gredients specified in paragraph (d) of 
this section may be used, subject to the 
conditions hereinafter set forth. The 
titratable acidity of the finished water 
ice, calculated as lactic acid, is not less 
than 0.35 percent. The mix. with or 
without added water, may be seasoned 
with salt, and may be homogenized. The 
finished water ice weighs not less than 
6 pounds to the gallon. 

(b) The optional fruit Ingredients re¬ 
ferred to in paragraph (a> of this sec¬ 
tion are any mature fruit or the Juice of 
any mature fruit. The fruit or fruit Juice 
used may be fresh, frozen, canned, con¬ 
centrated. or partially or wholly dried. 
The fruit may be thickened with pectin 
or other of the optional Ingredients 
named In paragraph (d)(1) of this sec¬ 
tion subject to the restriction on the total 
quantity of such substances in water ices 
prescribed in that paragraph. The fruit 
Is prepared by the removal of pits, seeds, 
skins, and cores where such removal is 
usual In preparing that kind of fruit for 
consumption as fresh fruit. The fruit 
may be screened, crushed, or otherwise 
comminuted. It may be acidulated with 
citric acid, ascorbic acid, or phosphoric 
acid. In the case of fruit or fruit 
juices from which part of the water 
Is removed, substances contributing 
flavor volatilized during water removal 
may be condensed and reincorporated 
In the concentrated fruit or fruit Juice 
In the case of citrus fruits, the whole 
fruit, including the peel but excluding 
the seeds, may be used, and in the 
case of citrus Juice or concentrated 
citrus Juices, cold-pressed citrus oil may 
be added thereto in an amount not ex¬ 
ceeding that which would have been ob¬ 
tained If the whole fruit had been used 
The quantity of fruit Ingredients used 
is such that in relation to the weight of 
the finished water ice, the weight of fruit 
or fruit juice as the case may be (in¬ 
cluding water necessary to reconstitute 
partially or wholly dried fruits or fruit 
juices to their original moisture content) 
is not less than 2 percent in the case of 
citrus ices. 6 percent In the case of berry 
Ices, and 10 percent in the case of ices 
prepared with other fruits. 

<c) The optional sweetening ingredi¬ 
ents referred to in paragraph fa) of this 
section are: Sugar (sucrose), dextrose, 
invert sugar (paste or zlrup). glucose 
sirup, dried glucose sirup, com sirup, 
dried com sirup, malt sirup, malt ex¬ 
tract. dried malt sirup, dried malt ex¬ 
tract, maltose sirup, dried maltose sirup. 
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(d> Other optional Ingredient* re¬ 
ferred to in paragraph (a) of this section 
are: 

(1X1) Agar-agar, algln. (sodium algi¬ 
nate*, egg white, gelatin, gum acacia, 
guar seed gum. gum karaya. locust bean 
gum. oat gum. gum tragacanth. hy¬ 
droxy propyl methylcelluloee, carragee¬ 
nan. salts of carrageenan, furcelleran. 
salt* of furcelleran. propylene glycol 
alginate, pectin, psyllium seed husk, 
sodium carboxymethylcellulose. The 
total weight of the solids of any such 
Ingredient used singly, or of any com¬ 
bination of two or more such ingredients 
used * (including any such ingredient 
added separately to the fruit ingredient), 
is not more than 0.5 percent of the 
weight of the finished water ice. Such 
ingredients may be added in admix¬ 
ture with dextrin, propylene glycol, or 
glycerin 

(il) When one or more of the optional 
thickening ingredient* in paragraph (d> 
(1X1) of this section are used, dioctyl 
sodium sulfosuccinate complying with 
the requirement* of ft 172.310 of this 
chapter may be used in a quantity not 
in excess of 0.5 percent by weight of such 
ingredients. 

(2) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos¬ 
phoric acid, or any combination of two 
or more of these in such quantity as 
seasons the finished food. 

(3) Any natural flavoring. 

(4) Any artificial flavoring. 

*5) Coloring. Including artificial col¬ 
oring. 

<e) Tlie name of each such water ice 

is ".. ice**, the blank being 

filled in with the common name of the 
fruit or fruits from which the fruit in¬ 
gredient used is obtained. When the 
names of two or more fruit* arc included, 
such names shall appear in the order of 
predominance, if any. by weight of the 
respective fruit Ingredient* used. 

<f> When the optional Ingredients ar¬ 
tificial coloring and artificial flavoring 
are used in water Ices they shall be 
named on the labels as follow*: 

(1) The label shall designate arti¬ 
ficial coloring by the statement "arti¬ 
ficially colored’*, "artificial coloring 
added'*, "with added artificial coloring”. 

or M _an artificial color added**. 

the blank being filled in with the name 
of the artificial coloring used. 

(2) The label shall designate artificial 
flavoring by the statement "artificially 
flavored", "artificial flavoring added**, 
"with added artificial flavoring**, or 

"__ an artificial flavor added". 

the blank being filled in with the name 
of the the artificial flavoring used. 

Label statement* may be combined, as 
for example, "flavoring and artificial col¬ 
oring added". 

<g> Where one or more of the optional 
ingredients artificial coloring or artifi¬ 
cial flavoring are used and there appears 
on the labeling any representation as to 
the fruit or fruit* in the ice. such repre¬ 
sentation shall be Immediately and con¬ 
spicuously accompanied by appropriate 
label statement* a* prescribed in para- 
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graph (f) of tills section, showing the 
optional ingredient* used. 

<h> Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statements set out 
In this section showing the optional in¬ 
gredients used shall immediately and 
conspicuously precede or follow such 
name, without Intervening written, 
printed, or graphic matter 


PART 136—BAKERY PRODUCTS 

Subpart A—C*n»ral Provision* 

116 3 Definitions 

Subpart B—Requirement* for Specific 
Standardized Bakery Product* 

13*110 Bread, rolls, and buna. 

13* lift Enriched bread, roll*, and bum 
135.130 MUX bread, rolls, and buna 
136 160 Retain bread, rolls, and buns 
136.16ft Enriched ralain bread, rolls, and 
buna. 

136.180 Whole wheat bread, rolls, and buns. 

Authority: Secs. 401, 701(e). 62 Stat. 1046 
as amended. 70 Stat. 010 as amended (21 
U 8C 341. 371(e)). 

Subpart A—General Provisions 
§ 136.3 Definition*. 

For purposes of this port, the follow¬ 
ing definitions apply: 

(a) *I7ie wwd "bread" when used in 
tlie name of the food means the unit 
weigh* one-half pound or more after 
cooling. 

<b> The words "rolls" and "buns** when 
used in the name of the food mean the 
unit weighs less than one-half pound 
after cooling 

Subpart B—Requirements for Specific 
Standardized Bakery Products 

§ 136.110 Itrrnd, roll*, and l»un*. 

(a) Bread, white bread, and rolls, 
white rolls, or buns, and white buns are 
the foods produced by baking mixed 
yeast-leavened dough prepared from one 
or more of the farinaceous ingredient* 
listed in paragraph (c)(1) of this sec¬ 
tion and one or more of the moistening 
ingredients listed in paragraph (c) <2>. 
(6•, (7). and <8> of this section and one 
or more of the leavening agent* provided 
for by paragraph (c)(3) of this section. 
The food may contain additional ingre¬ 
dient* as provided for by paragraph <c> 
of this section. Each of the finished foods 
contains not less than 62 i>crcent total 
solid* a* determined by the method pre¬ 
scribed in paragraph (d> of this section. 

(b> All ingredients from which the 
food U fabricated shall be safe and suit¬ 
able. 

(c) The following optional ingredi¬ 
ent* are provided for: 

(1) Flour, bromated flour, phosphated 
flour, or a combination of two or more 
of these. The potassium brornate in any 
bromated flour used and the monocal¬ 
cium phosphate in any phosphated flour 
used are deemed to be additional optional 
ingredient* in the bread, rolls, or bun*. 
All ingredient* In any flour, bromated 
flour, or phosph&ted flour used are 


deemed to be optional Ingredients of the 
bread, rolls, or buns prepared therefrom 

(2) Water. 

(3) Yeast—any type which produces 
the necessary leavening effect. 

(4) Salt. 

(5) Shortening, in which or in con¬ 
junction with which may be used one or 
any combination of two or more of the 
following: 

(i) Lecithin, hydroxylated lecithin 
complying with the provisions of Part 
172 of this chapter, either of which may 
include related phosphatide* derived 
from the com oil or soybean oil from 
which such ingredient* were obtained 

<11> Mono- and diglycerides of fat¬ 
forming fatty* acids, diacetyl tartaric acid 
esters of mono- and dlglycerldes of fat¬ 
forming fatty acids, propylene glycol 
mono- and diesters of fat-forming fatty 
acids complying with the provisions of 
Part 172 of this chapter, or a combina¬ 
tion of two or more of these. The total 
quantity of these ingredient* whether 
used alone or in combination does not 
exceed 0.5 part for each 100 parts by 
weight of flour used. 

(6) Milk and/or other dairy products 
in such quantity and composition as not 
to meet the requirement* for milk and 
or other dairy product* prescribed for 
milk bread by ft 136.130. Whenever non¬ 
fat milk solids in any form are used, car¬ 
rageenan or salts of carrageenan com¬ 
plying with the provisions of Part 172 of 
this chapter may be used in a quantity 
not in excess of 0.8 percent by weight of 
such nonfat milk solids. 

(7) Egg products. 

• 8» Nutritivecarboiiydrate sweetener 

(9) Enzyme active preparations 

«10> Lactic-acld-producing bacteria 

(IX) Nonwheat flours, nonwheat meal* 
non wheat grits, wheat and non wheat 
starches, any of which may be wholly or 
in part dextrlnized. dextrinlzed wheat 
flour, or any combination of 2 or more of 
these, if the total quantity is not more 
than 3 part* for each 100 parts by weight 
of flour used. 

(12) Ground dehulled soybeans which 
may be heat-treated, and from which 
oil may be removed, but which retain 
enzymatic activity, if the quantity is not 
more than 0.5 part for each 100 parts by 
weight of flour used 

(13» Yeast nutrient* and calcium salts, 
if the total quantity of such Ingredients, 
with the exception of monocalcium phos¬ 
phate and calcium propionate, is not 
more than 0 25 part for each 100 parts 
by weight of flour used The quantity of 
monoc&lolum phosphate, including any 
quantity in the flour used, is not more 
titan 0.75 part for each 100 part* by 
weight of flour used. Any calcium pro¬ 
pionate used a* a preservative In bread, 
rolls, or buns is not subject to the limi- 
taUon prescribed in this paragraph. 

(14) (!) Potassium bromatc. calcium 
bromate. potassium iodate. calcium io- 
date, calcium peroxide, or any combina¬ 
tion of 2 or more of these If the total 
quantity, including the potassium bro¬ 
mate in any bromated flour used, to not 
more than 0.0075 part for each 100 part* 
by w eight of flour used. 
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01) Azodicarbonamide, if the total 
quantity. Including any quantity in the 
flour used, is not more than 0 0045 part 
for each 100 parts by weight of flour used. 

(15) Dough strengthened and other 
dough conditioners not specifically listed 
in this paragraph, if the total quantities 
of such ingredients or combination Is 
not more than 0.5 part for each 100 parts 
by weight of flour used. 

U6 > 8pices. spice oil. and spice extract 
which do not impart a color simulating 
that of egg to the finished food. 

(17) Coloring may not be added as 
such or as part of another ingredient 
except that which may be present In but¬ 
ter if the Intensity of the butter color 
docs not exceed “medium high” (MH) 
when viewed under diffused light (7400 
Kelvin) against the Munsell Butter Color 
Comparator The MH designation cor¬ 
responds to the Munsell renotation of 
3.8Y 7 9/7.6. 

(18) Other ingredients that do not 
cliange the basic identity or adversely 
affect the physical and nutritional char¬ 
acteristics of the bread. 

<d) Total solids are determined by the 
method prescribed in “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.” 12th Ed. 1975, sec. 
14 083(a)/ except that if the baked unit 
weighs 1 pound or more, one entire unit 
Is used for the determination; if the 
baked unit weighs less than l pound, 
enough units to weigh 1 pound or more 
are used. 

(eMl) The name of the food is 
‘bread”, “white bread”, “rolls”, “white 
roils”, “buns”, “white buns’*, as applica¬ 
ble. When the food contains not less than 
2.56 percent by weight of whole egg 
solids, the name of the food may be “egg 
bread”, “egg rolls”, or “egg buns", as ap¬ 
plicable. accompanied by the statement 

“Contains_medium-sized egg(s) per 

pound” in the manner prescribed by 
§ 102.5(c) (3) of this chapter, the blank 
to be filled in with the number which 
represents the whole egg content of the 
food expressed to the nearest one-fifth 
egg but not greater than the amount 
actually present. For the purpose of this 
regulation, whole egg solids are the edible 
contents of eggs calculated on a 
moisture-free basis and exclusive of any 
nonegg solids which may be present in 
standardized and other commercial egg 
products. One medium-sized egg is equiv¬ 
alent to 0.41 ounce of whole egg solids. 

(2) When the label bears any repre¬ 
sentation, other than in the ingredient 
listing, of the presence of egg in the food, 
eg., the word egg or any phonetic equiv¬ 
alent spelling of the word egg, or a pic¬ 
ture of an egg. the food shall contain not 
less than 2.56 percent of whole egg solids. 

(f) All ingredients used in the food 
shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter. 

Mcrrc ,—The confirmation of effect!*® date 
for | 186.110 (formerly I 17.10) publlahed In 
the PKontAf. Recwtka of October 15. 1976 (41 
FR 45540) ftUted that the following provl- 
•lona are stayed pending full review of the 
objection* and request* for hearing: 

Paragraph (c) (5) (!) as It pertains to 
Htg bread, egg rolls, and egg buns. 
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b. Paragraph (c)(6)(U): Pending resolu¬ 
tion of the Issue, the requirements of | 130 - 
110(a)(1) (II) of the superseded standard will 
apply. That standard reads as follows: 

(11) Mono- and dlglycerldca of fat-forming 
fatty acids, diacetyl tartaric acid esters of 
mono- and dlglycerldca of fat-forming fatty 
adds, propylene glycol mono- and dteatcra of 
fat-forming fatty acids complying with the 
provisions of I 172650 (formerly I 121.1113) 
of this chapter, or a combination of two or 
more of these. The total weight of these In¬ 
gredient* used does not exceed 20 percent by 
weight of the combination of such Ingredi¬ 
ent* snd the shortening, and the total 
amount of monoglycerlde, dlacetyl tartaric 
acid ester of monoglyccrWe. and propylene 
glycol monoester does not exceed H percent 
'by weight of the combination: but If purified 
or concentrated monoglyceride alone is used, 
the amount does not exceed 10 percent by 
weight of the combination. 

c. Paragraph (c)(16) as It pertains to the 
use of spices, spice oU. or spice extract that 
impart* a color simulating that of egg to a 
standardised bakery product not represented 
on the label a* containing egg or egg product 
and not purporting to contain egg or egg 
product. 

d Paragraph <c)(17), to include that por¬ 
tion that reads ‘ except that which may be 
present in butter If the intensity of the but¬ 
ter color does not exceed ‘medium high' < MH) 
when viewed under diffused light <7400 Kel- 
vtii) against the Munsell Butter Color Com¬ 
parator. The MH designation corresponds to 
the Munsell re-notation of 3.8Y 7-9/74).“ 
Pending resolution of the Issue, coloring may 
not be added as such or as part of auothcr 
Ingredient. 

e. Paragraph (e) as It pertain* to the use 
of the word ’egg" In the name of the food. 

| 136.1)5 Enriched l>rr»il, roll*, and 
buns. 

(a) Each of the foods enriched bread, 
enriched rolls, and enriched buns con¬ 
forms to the definition and standard of 
identity and Ls subject to tiie require¬ 
ments for label statement of ingredients 
prescribed for bread, rolls or buns by 
$ 136.110. except that: 

(1) Each such food contains in each 
pound 1.8 milligrams of thiamine, 1.1 
milligrams of riboflavin. 15 milligrams of 
niacin, and 25 milligrams of iron. 

Not*. —By an order published In the Fed¬ 
eral Reotsm of February 11, 1974 ( 39 PR 
6188), concerning nutritional requirement* 
for fttandnrdixed enriched bakery products, 
the requirement that the food contain 25 
milligrams of Iron per pound was stayed. Ac¬ 
cordingly, the requirement for iron revert* 
to not lew* than 8-0 milligrams and not more 
than 12 5 milligrams per pound pending res¬ 
olution of the issue of the level of Iron en¬ 
richment that was the subject of a hearing 
conducted In April 1974. 

<2) Each such food may contain added 
calcium in such quantity that the total 
calcium content is 600 milligrams per 
pound. If insufficient calcium is added to 
meet the 600-mililgram level per pound 
of the finished food, no claim may be 
made on the label for calcium as a nu¬ 
trient except as a part of nutrition label¬ 
ing. 

(3) The requirements of paragraph <a> 
(1) and (2) of this section will be 
deemed to have been met if reasonable 
overages of the vitamins and mineral, 
within the limits of good manufacturing 
practice, are present to ensure that the 
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required levels of the vitamins and min¬ 
erals are maintained throughout the ex¬ 
pected shelf life of the food under cus¬ 
tomary conditions of distribution and 
storage. The quantitative content of the 
following vitamins shall be calculated in 
terms of the following chemically identi¬ 
fiable reference forms: 


RrWnM lorvn 


Vitamin 

Name 

KmitfrtrtU 

Mttiul* 

Vila* 

w«iCM 

Thiamin* 

Thiamin# <hkv 
miff hvtlro- 
rlikirlor 

C.,McCfN/)S* 

UCI 


KUvHlavlii 

MJtxiltavin 


1TAX7 

Star Lit _ 

Niacin. 

CiUiNOi 

12LI1 


Not*. IVnillittf rr*uiuiJon tlw Uont w hW’ti wm the 
niMrvt of Hi** hearing ctCcrml to In tlic not** in |wr. (AM 1) 
uf tldl irction. the iwoviabMi rrl*Ut« t* (hr '•vrrafr* of 
vitamin* and mineral* <!(** uni lo iron. 

(4) Each such food may also contain 
wheat germ or partly defatted wheat 
germ, but the total quantity thereof, 
including any wheat germ or portly de¬ 
fatted wheat germ in any enriched flour 
used, shall not be more than 5 percent 
of the flour ingredient. 

(5) Enriched flour may be used, in 
whole or in part, instead of flour. As used 
in this section, the term “enriched flour” 
includes enriched bromated flour. 

(6) The limitation prescribed by $ 136. 
110(c)(6) on the quantity and composi¬ 
tion of milk and/or other dairy products 
does not apply. 

(7) The vitamins and mineraLs added 
to the food for enrichment purposes may 
be supplied by any safe and suitable sub¬ 
stances. Niacin equivalents as derived 
from tryptophan content shall not be 
used in determining total niacin content. 

(b) The name of the food is “enriched 
bread”, "enriched rolls”, or “enriched 
buns”, as applicable. When the food con¬ 
tains not less than 2.56 percent by weight 
of whole egg solids, the name of the food 
may be “enriched egg bread”, “enriched 
egg rolls”, or “enriched egg buns”, as ap¬ 
plicable. accompanied by the statement 

“Contains_medium-sized egg(6) per 

pound” in the manner prescribed by 
$ 102.5(c)(3) of this chapter, the blank 
to be filled in with the number which 
represents the whole egg content of the 
food expressed to the nearest one-fifth 
egg but not greater than the amount ac¬ 
tually present. For the purpose of this 
regulation, whole egg solids arc the edi¬ 
ble contents of eggs calculated on a 
moisture-free basis and exclusive of any 
non-egg solids which may be present in 
standardized and other commercial egg 
products. One medium-sized egg Is 
equivalent to 0.41 ounce of whole egg 
solids. When the food complies with the 
requirements for milk and or other 
dairy products content in 5 136.130 for 
milk bread, the name of the food may be 
“enriched milk bread”, “enriched milk 
rolls”, or “enriched milk buns”, as ap¬ 
plicable. When the food complies with 
the requirements for both enriched egg 
bread and enriched milk bread in this 
section, the name of the food may be 
“enriched milk and egg bread”, “en¬ 
riched milk and egg rolls”, or “enriched 
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milk and egg buns", as applicable ac¬ 
companied by the statement ‘Con¬ 
tains _medium-sized egg is) per 

pound" in the manner prescribed by 
9 102.5(0(3) of this chapter, the blank 
to be filled in with tlw> number which 
represents the whole egg content of the 
food expressed to the nearest one-fifth 
egg but no greater than the amount 
actually present. For purposes of this 
regulation, whole egg solids are the edi¬ 
ble contents of eggs calculated on a 
moisture-free basis and exclusive of any 
non-egg solids which may be present in 
standardized or other commercial egg 
products. One medium-sized egg Is equiv¬ 
alent to 0.41 ounce of whole egg solids. 

Nora—The confirmation of effective date 
for | 136.116 (formerly 3 17.20) published in 
the Fedkeai. Rkozstk* of October 15. 1976 (41 
PR 46540) stated that I 136 116(b), as U per¬ 
tains to the use of the word “egg** in the 
name of the food, la stayed pending full re¬ 
view of the objection* and requests for hear¬ 
ing. 

§ 136.130 Milk hrva d. roll*, anil bvim. 

(a) Each of the foods milk bread, 
milk rolls, and milk buns conforms to the 
definition and standard of Identity and 
is subject to the requirements for label 
statement of ingredients prescribed for 
bread, rolls or buns by I 136.110 except 
that: 

(1) The only moistening Ingredient 
permitted in the preparation of the 
dough is milk or. as an alternative, a 
combination of dairy products in such 
a proportion that the weight of the non¬ 
fat milk solids U not more tirnn 2.3 
times and not less than 18 times the 
weight of the milkfat therein, with or 
without water, in a quantity that pro¬ 
vides not less than 8.2 parts milk solids 
for each 100 parts by weight of flour 

(2) No buttermilk, buttermilk product, 
cheese whey, cheese whey product, or 
milk protein is used. 

<b) The name of the food is "milk 
bread", milk rolls", "milk buns", as 
applicable. 

§ 136.160 Haiftin bread, roll*, and bun*. 

(a) Each of the foods raisin bread, 
raisin rolls, and raisin buns conforms to 
the definition and standard of identity 
and is subject to the requirements for 
label statement of Ingredients prescribed 
for bread, rolls or buns by 9 136.110. 
except that: 

(1) Not less than 50 parts by weight 
of seeded or seedless raisins are used for 
each 100 parte by weight of flour used. 

(2) Water extract of raisins may be 
used, but not to replace raisins. 

<3> The baked units may bear Icing 
or frosting. 

(4) The limitation prescribed by 
9 136.110(c) (6) on the quantity and com¬ 
position of milk and/or other dairy 
products does not apply. 

<5> The total solids are determined by 
the method prescribed in 9 136.110(d). 
except that sec. 14.083ib) on page 235 of 
"Official Methods of Analysts of the As¬ 
sociation of Official Analytical Chemists." 
12th Ed. 1975,’ wlU apply. 

(b) The name of the food is "raisin 
bread", "raisin rolls", "raisin buns", as 
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applicable. When the food contains not 
less than 2A6 percent by w eight of whole 
egg solids, the mime of the food may be 
"rabin and egg bread", "rntsin and egg 
rolls", or "raisin and egg buns", as appli¬ 
cable. accompanied by the statement 

"Contains_medium-sized egg (a) per 

pound" in the manner prescribed by 
9 102.5(0(3) of this chapter, the blank 
to be filled In with the number which rep¬ 
resents the whole egg content of the food 
expressed to the nearest one-flfth egg but 
not greater than the amount actually 
preseut. For purposes of this regulation, 
whole egg solids are the edible contents 
of eggs calculated on a moisture-free 
basis and exclusive of any nonegg solids 
which may be present in standardized 
and other commercial egg products. One 
medium-sized egg \s equivalent to 0 41 
ounce of whole egg solids. 

Nora.—The confirmation of effective date 
for §136.160 (formerly I 17.40) published ta 
the Pjcdrxal Rnustrza of October 15. 1976 (41 
PR 46640) stated that the provinlon* of 
I 130.100(b). ns they pertain to the u§o of the 
word "egg M in the name of the food, are stayed 
pending full review of the objection.* and 
request* for hearing. 

§ 136.163 Enriched rai-in l»r<*»d. r»IU, 
and bun*. 

<&> Each of the foods enriched raisin 
bread, enriched raisin rolls, and enriched 
raisin buns conforms to the definition 
and standard of identity and is subject 
to the requirements for label statement 
of ingredients prescribed for raisin bread, 
raisin rolls, and raisin buns by I 136.160. 
except that the specifications in 9 136.115 
(a)(1) through (7) shall apply. 

tb> The name of the food is "enriched 
raisin bread", "enriched raisin rolls", or 
"enriched raisin buns", as applicable. 
When the food contains not less than 
2.56 percent by weight of whole egg sol¬ 
ids. the name of the food may be "en¬ 
riched raisin and egg bread", "enriched 
raisin and egg rolls", or "enriched raisin 
and egg buns", as applicable, accompa¬ 
nied by the statement "Contains- 

medium-sized egg's) per pound" in the 
manner prescribed by 5 102.5(c>(3) of 
this chapter, the blank to be filled in 
with the number which represents the 
whole egg content of the food expressed 
to the nearest one-flfth egg but not 
greater than the amount actually pres¬ 
ent. For purposes of this regulation, 
whole egg solids arc the edible contents 
of eggs calculated on a moisture-free 
basis and exclusive of any nonegg solids 
which may be prescut in standardized 
and other commercial egg products. One 
medium-sized egg Is equivalent to 0.41 
ounce of whole egg solids. The term 
"milk" may be included In the name of 
the food If the food complies with the 
requirements for milk and/or other dairy 
products in 9 136.130. 

Not* Since the provision* of ! I36.t65 
(formerly I 17 60) relating to the um of the 
word ’egg" in the name of the food ere predi¬ 
cated on stayed provision* of || 136.110, 
136.115 and 136.160, none of paragraph (b) 
of | 136.166 except the ftret and last aen- 
tencea, will be effective while tbe Issues re¬ 
main unresolved. 
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§ 136.180 W hole wheat bread, roll*, an.I 

kuii. 

(a) Each of the foods whole wheat 
bread, graham bread, entire wheat bread, 
whole wheat roils, graham rolls, entire 
wheat rolls, whole wheat buns, graham 
buns, and entire wheat buns conforms to 
the definition and standard of identity 
and is subject to the label statement of 
Ingredients prescribed for bread, rolls 
and buns by } 136.110, except that: 

(1) The dough Is, made from the op¬ 
tional ingredient whole wheat flour, bro- 
mateci whole wheat flour, or a combina¬ 
tion of these. No flour, bromated flour, or 
phosphated flour is used. The potassium 
bromate in any bromated whole wheat 
flour used is deemed to be an additional 
optional ingredient in the whole wheat 
bread, whole wheat roUs, or whole wheat 
buns. 

(2) The limitation prescribed by 
9 136.110(c)(6) on the quantity and com¬ 
position of milk and/or other dairy 
products does not apply. 

<b) The name of the food is “whole 
wheat bread", "graham bread", “entire 
wheat bread", "whole wheat rolls", "gra¬ 
ham rolls", "entire wheat rolls", "whole 
wheat buns", "graham buns", "entire 
wheat buns", ns applicable. 


PART 137—CEREAL FLOURS AND 
RELATED PRODUCTS 

Subpart A—(Reoarvod) 

Subpart B—Requirement* for Spociflc 
SUndirdi^d Cereal Floor* and Related Product* 

Sec. 

137.105 Flour. 

137.155 Bromated flour 
137.160 Enriched bromated flow. 

137.165 Enriched flour. 

137.170 In&tantlxcd flour*. 

137.175 Phoophatcd flour. 

137.150 Self-rUlng flour. 

137 JB5 Enriched self-rising flour. 

137.190 Cracked wheat, 

137 195 Crushed wheat. 

137.300 Whole wheat flour 

137.205 Bromated whole wheat flour. 

137.21 i White corn flour. 

137.215 Yellow corn flour. 

137.220 Durum flour. 

137.225 Whole durum flour. 

137830 Corn grit*. 

137-235 Enriched com grit*. 

137.240 Quick grit*. 

137.246 Yellow grit* 

137.250 White com meal- 
137.255 Bolted while corn meal. 

137860 Enriched corn meal*. 

137885 Determinated white oarn meal 
137870 Self-rising white corn meal 
137875 Yellow cam meal. 

137.280 Bolted yellow cam meal 
137.285 Determinated yellow corn meal 
137.290 Sclf-rUlng yellow cam meal 
137.300 Farina 
137 803 Enriched farina 
137.320 Semolina 
137850 Enriched rice 
Authouty: Sees 401. 701, 52 8Ut 104* 
amended. 1055-1056 a* amended (21 US C. 
341. 371). 

Subpart A—[Reserved] 

Subpart B—Requirements for Specific 
Standardized Cereal Hours and Related 
Products 

§ 1.77.103 flour. 

(a) Flour, white flour, wheat flour, 
plain flour, is the food prepared by 
grinding and bolting cleaned wheat, 
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other than durum wheat and red durum 
wheat. To compensate for any natural 
deficiency of enzymes, malted wheat, 
malted wheat flour, malted barley flour, 
or any combination of two or more of 
these, may be used; but the quantity of 
malted barley flour so used is not more 
than 0.75 percent. Harmless prepara¬ 
tions of o-amylase obtained from As - 
pergillus oryzac . alone or In a safe and 
suitable carrier, may be used. When 
tested for granulation as prescribed in 
paragraph <c)<4) of this section, not 
less than 98 percent of the flour passes 
through a cloth having openings not 
larger than those of woven wire cloth 
designated *212 **m <No. 70) M in Table I 
of “Annual Book of ASTM Standards, 
Part 30" published in 1972 by the 
American 8oclety for Testing and Ma¬ 
terials/ The flour is freed from bran 
coat, or bran coat and germ, to such 
extent that the percent of ash there¬ 
in. calculated to a moisture-free basis, 
is not more than the sum of 1/20 
of the percent of protein therein, cal¬ 
culated to a moisture-free basis, plus 
0.35. Its moisture content is not more 
than 15 percent. It may contain ascor¬ 
bic acid in a quantity not to exceed 200 
parts per million as a dough conditioner. 
Unless such addition conceals damage or 
inferiority or makes the flour appear to 
be better or of greater value than it is. 
one or any combination of two or more 
of the following optional bleaching in¬ 
gredients may be added in a quantity not 
more than sufficient for bleaching or, 
in case such ingredient has an artifi¬ 
cial aging effect: in a quantity not more 
than sufficient for bleaching and such 
artificial aging effect: 

(1) Oxides of nitrogen. 

(2) Chlorine. 

<3> Nitrosyl chloride. 

(4> Chlorine dioxide. 

<5> One part by weight of benzoyl 
peroxide mixed with not more than six 
parts by weight of one or any mixture 
of two or more of the following; potas¬ 
sium alum, calcium sulfate, magnesium 
carbonate, sodium aluminum sulfate, 
dicalcitun phosphate, trlcalcium phos¬ 
phate. starch, calcium carbonate. 

<6> Acetone peroxides complying with 
the provisions of 9 172.802 of this chap¬ 
ter. 

*7) Azodlcarbonamide 'complying with 
the requirements of 9 172.806 of this 
chapter, including the quantitative limit 
of not more than 45 parts per million). 

<b> (1) Ail optional ingredients used in 
the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of tills chapter. 

<2) When ascorbic acid is added, 
the label shall bear the statement "Ascor¬ 
bic acid added as a dough conditioner**. 
When the optional ingredient *'a-amylase 
obtained from AspergUlus oryzae” Is 
used, it shall be declared in the list of 
ingredients by that name. When any op¬ 
tional bleaching Ingredient is used, the 
label shall bear the word "Bleached". 


Wherever the name of the food appears 
on the label so conspicuously as to be 
easily seen under customary conditions 
of purchase, the word "Bleached’* shall 
immediately and conspicuously precede 
or follow such name, without interven¬ 
ing written, printed, or graphic matter; 
except that where such name is a part of 
a trademark or brand, other written, 
printed or graphic matter, which is also 
a part of such trademark or brand, may 
so intervene if the word “Bleached" is in 
such Juxtaposition with such trademark 
or brand as to be conspicuously related 
to such name. 

(c) For the purposes of this section: 

< 1) Ash is determined by the method 
prescribed in the book “Official and Ten¬ 
tative Methods of Analysis of the Asso¬ 
ciation of Official Agricultural Chem¬ 
ists,** 5th Edition. 1940. page 212. under 
"Method I—Official.** I Ed. note. 10th 
edition. 1965. p. 191, sec. 13.006.1 Ash is 
calculated to a moisture-free basis by 
subtracting the percent of moisture in the 
flour from 100. dividing the remainder 
into the percent of ash. and multiplying 
the quotient by 100. 

(2) Protein Is 5.7 tiroes the nitrogen 
as determined by the method prescribed 
In such book on page 26. under **Kjel- 
dahl-Ounnlng-Amold Method—Official.** 

TEd. note, 10th edition. 1965, p. 16. "Im¬ 
proved KJeldahl Methods for Nitrate- 
Free 8amples—-Official," sec. 2.044.1 

Protein is calculated to a moisture-free 
basis by subtracting the percent of mois¬ 
ture in the flour from 100. dividing the 
remainder Into the percent of protein, 
and multiplying the quotient by 100. 

(3) Moisture is determined by the 
method prescribed in such book on page 
211, under "Vacuum Oven Method—Offi¬ 
cial.** [Ed. note. 10th edition, 1965. p. 
191. secs. 13.002. 13.003.) 

(4) Granulation is determined as fol¬ 
lows: Use No. 70 sieve complying with 
specifications for wire cloth and sieve 
frames in "Standard Specifications for 
Sieves.** published March 1. 1940. In L.C. 
584 of the United States Department of 
Commerce. National Bureau of Stand¬ 
ards. Attach bottom pan to sieve in Ro- 
Tap sifter (or an equivalent sifter). 
Place half of a rubber ball or other siev¬ 
ing aid in the sieve. Pour 100 grams of 
the sample in the sieve and turn on the 
sifter with knocker. Sift exactly 5 min¬ 
utes. Weigh the residue on the No 70 
sieve and convert to percentage. 

§ 137,155 Bronintcd flour. 

Bromated flour conforms to the defini¬ 
tion and standard of identity, and is sub¬ 
ject to the requirements for label state¬ 
ment of optional ingredients, prescribed 
for flour by $ 137.105, except that potas¬ 
sium bromate Is added in a quantity not 
exceeding 50 parts to each million parts 
of the finished bromated flour, and Li 
added only to flours whose baking qual¬ 
ities arc Improved by such addition. 

§ 137.160 Enrirlird kroinnlnl flour. 


* Copies may be obtained from: American Enriched bromated flour conforms to 
society for Terting and Materia;, igio Raeo the definition and standard of identity, 
street. Philadelphia, pa 19103 . and la subject to the requirements for 


label statement of optional ingredients, 
prescribed or enriched flour by S 137.165. 
except that potassium bromate is added 
in a quantity not exceeding 50 parts to 
each million parts of the finished en¬ 
riched bromated flour, and is added only 
to enriched flours whose baking quali¬ 
ties are Improved by such addition. 

§ 137.165 Kuril hod flour. 

Enriched flour conforms to the defini¬ 
tion and standard of identity, and is sub¬ 
ject to the requirements for label state¬ 
ment of optional Ingredients, prescribed 
for flour by 9 137.105 except that: 

(a> It contains in each pound 2.9 mil¬ 
ligrams of thiamine. 1.8 milligrams of 
riboflavin. 24 milligrams of niacin, and 
40 milligrams of iron; 

<b) It may contain added calcium in 
such quantity that the total calcium con¬ 
tent is 960 milligrams per pound. En¬ 
riched flour may be acidified with mono¬ 
calcium phosphate within the limits pre¬ 
scribed by 9 137.175 for phosphated flour, 
but, If Insufficient additional calcium is 
present to meet the 960 milligram level, 
no claim may be made on the label for 
calcium as a nutrient; 

<c) The requirement of paragraphs 
(a» and «b) of this section will be 
deemed to have been met if reasonable 
overages of the vitamins and minerals, 
within the limits of good manufacturing 
practice, are present to insure that the 
required levels of the vitamins and min¬ 
erals are maintained throughout the ex¬ 
pected shelf life of the food under cus¬ 
tomary conditions of distribution and 
storage. The quantitative content of the 
following vitamins shall be calculated in 
terms of the following chemically 
identifiable reference forms: 


Rffr-rrni*** form 


Viumiti ^ Bmptototl Vint, 

Nimjk fofuiutit uUf 


Thiamin*.. Thiarainr t ull.K I.V •• Ilf I v*: jg 

hydrochlo¬ 

ride. 

Illlwnatria. Rtbotlaviii.. Citll.W ,7f 

Xladu. Niacin.- C-Jl*No x Uc i| 


(d) It may contain not more than 5 
percent by weight of wheat germ or 
partly defatted wheat germ; 

(e) In determining whether the a.4i 
content complies with the requirements 
of this section, ash resulting from any 
added iron or salts of iron or calcium or 
wheat germ is excluded in calculating 
ash content. 

(f) All ingredients from which the 
food is fabricated shall be safe and suit¬ 
able. The vitamins and minerals added 
to the food for enrichment purposes may 
be supplied by any safe and suitable sub¬ 
stance. Niacin equivalents as derived 
from tryptophan content shall not bo 
used in determining total niacin content. 

Emxrnrx Date Non:: The iron content In 
revt*ved I 137.165(a) (formerly | 15.10(a)) of 
*40 milligrams'* was stayed at 39 Pit 5189, 
pending the outcome of a hearing. The level* 
of iron shall remain at the level “not less 
than 13.0 milligram* and not more than 16.5 
milligrams*' prescribed by the former 
I 15.10(a) prior to amendment of the Bection. 
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§ 137.170 Irtftlaulixec! flour*. 

fa) In.' : tan tired flours. Instant blend- 
lng flours, quick-mixing flours, are the 
foods each of which conforms to the defi¬ 
nition and standard of Identity and is 
subject to the requirement for label 
statement of optional ingredients pre¬ 
scribed for the corresponding kind of 
flour by $6 137.105. 137.155, 137.160. 137.- 
165. 137.175, 137.180. and 137.185. except 
that each such flour has been made by 
one of the optional procedures set forth 
in paragraph (b) of this section, and is 
thereby made readily pourable. Such 
flour will all pass through a No. 20 mesh 
U.3. standard sieve (840-micron open¬ 
ing), and not more than 20 percent will 
pass through a 200 mesh U.S. standard 
sieve <74-micron opening). 

(b) Th4 optional procedures referred 
to In paragraph (a) of this section are: 

<1) A selective grinding and bolting 
procedure or other milling procedure, 
whereby controlled techniques are used 
to obtain a food too fine to meet the 
granulation specification prescribed in 
1 137.300(a) for farina. 

(2) An agglomerating procedure, 
whereby flour that originally meets the 
granulation specification prescribed In 
S 137.105(a) has been modified by further 
processing, so that a number of the In¬ 
dividual flour particles have been com¬ 
bined into agglomerates conforming to 
the granulation specifications set out In 
paragraph (a> of this section. 

(c) The name of each product covered 
by this section is the name prescribed by 
the definition and standard of identity 
for the corresponding kind of flour as 
referred to in paragraph (a) of this sec¬ 
tion. preceded immediately and conspic¬ 
uously by the words Instantized’\ '‘In¬ 
stant blending'*, or '‘Quick-mixing *. 

§ 137.173 l1io»phatcd flour. 

Phosphated flour, phosphated white 
flour, phosphated wheat flour, conforms 
to the definition and standard of Identity, 
and is subject to the requirements for 
label declaration of optional ingredients, 
prescribed for flour by f 137.105, except 
that: 

(a) Monocalcium phosphate is added 
in a quantity not less than 0.25 percent 
and not more than 0.75 percent of the 
weight of the finished phosphated flour: 
and 

(b) In determining whether the ash 
content complies with the requirements 
of this section allowance Is made for the 
added monocalcium phosphate. 

$ 137,180 Self-rising flour. 

(a) Self-rising flour, self-rising white 
flour, self-rising wheat flour. Is on inti¬ 
mate mixture of flour, sodium bicarbon¬ 
ate, and one or more of the acid-reacting 
substances monocalcium phosphate, so¬ 
dium acid pyrophosphate, and sodium 
aluminum phosphate. It is seasoned with 
salt. When It Is tested by the method 
prescribed In paragraph (c) of this sec¬ 
tion not less than 0.5 percent of carbon 
dioxide Is evolved. The acid-reacting 
substance Is added in sufficient quantity 
to neutralize the sodium bicarbonate. 
The combined weight of such acid-react¬ 
ing substance and sodium bicarbonate 


is not more than 4.5 parts to each 100 
parts of flour used. 8ubject to the condi¬ 
tions and restrictions prescribed by 
1 137.105(a), the bleaching ingredients 
specified in such section may be added as 
optional ingredients. If Uie flour used in 
making the self-rising flour is bleached, 
the optional bleaching ingredient used 
therein (see I 137.105(a)) Is also an op¬ 
tional ingredient of the self-rising flour. 

(b) All optional ingredients In self¬ 
rising flour. Including any contributed 
by the flour used, shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter and 
| 137.105(b)(2), as appropriate. 

(c) The method referred to in para¬ 
graph (a) of this section Is the method 
prescribed in “Official and Tentative 
Methods of Analysis of the Association 
of Official Agricultural Chemists.** 5th 
edition. 1040, beginning on page 186 I Ed. 
note. 10th edition. 1065. p. 110, secs. 7.002, 
7.003), under “Onsometrlc Method with 
Chittick's Apparatus—Official.* except 
that the following procedure is substi¬ 
tuted for the procedure specified therein 
under "6—Determination*: 

(1) Weigh 17 grams of the official sam¬ 
ple Into flask A. add 15-20 glass beads 
(4-6 mm. diameter), and connect this 
flask with the apparatus (fig. 22). Open 
stopcock C and by means of the leveling 
bulb E bring the displacement solution 
to the 25 cc. graduation above the zero 
mark. (This 25 cc. is a partial allowance 
for the volume of ncid to be used in the 
decomposition.) Allow the apparatus to 
stand 1-2 minutes to insure that the 
temperature and pressure within the ap¬ 
paratus are the same as those of the 
room. Close the stopcock, lower the 
leveling bulb somewhat to reduce the 
pressure within the apparatus, and 
slowly run Into the decomposition flask 
from burette P 45 cc. of sulfuric acid 
(1+5). To prevent the liberated carbon 
dioxide from escaping through the acid 
burette into the air, keep the displace¬ 
ment solution In the leveling bulb at all 
times during the decomposition at a 
lower level than that In the gas-meas¬ 
uring tube. Rotate and then vigorously 
agitate the decomposition flask for three 
minutes to mix the contents intimately. 
Allow to stand for 10 minutes to bring 
to equilibrium. Equalize the pressure in 
the measuring tube by means of the 
leveling bulb and read the volume of gas 
from the zero point on the tube. Deduct 
20 cc. from this reading (this 20 cc. to¬ 
gether with previous allowance of 25 cc. 
compensates for the 45 cc. acid used in 
the decomposition). Observe the tem¬ 
perature of the air surrounding the ap¬ 
paratus and also the barometric pressure 
and multiply the number of cc. of gas 
evolved by the factor given in Table 
24—Chapter XLm [Ed. note. 10th edi¬ 
tion. 1065, p. 887, sec. 43.0281 for the 
temperature and pressure observed. Di¬ 
vide the corrected reading by 100 to ob¬ 
tain the apparent percent by weight of 
carbon dioxide in the official sample. 

(2) Correct the apparent percent of 
carbon dioxide to compensate for vary¬ 
ing atmospheric conditions by Immedi¬ 
ately assaying a synthetic sample by the 
same method in the same apparatus. 


(3) Prepare the synthetic sample with 
16.2 grams of flour, 0.30 gram of mono- 
calcium phosphate, 0.30 gram of salt, 
and a sufficient quantity of sodium bi¬ 
carbonate U.8.P, (dried over sulfuric 
acid) to yield the amount of carbon 
dioxide recovered in assay of official 
sample. Determine this quantity by 
multiplying weight of carbon dioxide re¬ 
covered in assay of official sample by 
1.91. 

<4> Divide the weight of carbon dioxide 
recovered from synthetic sample by 
weight of carbon dioxide contained in 
sodium bicarbonate used. 

(5) Divide the quotient into the ap¬ 
parent percent of carbon dioxide in of¬ 
ficial sample to obtain percent of carbon 
dioxide evolved from the official sample. 

§ 137.183 Enriched *r!f-ri«iiig flour. 

Enriched self-rising flour conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional Ingredients, 
prescribed for self-rising flour by 
f 137.180. except that: 

(a) It contains In each pound 20 
milligrams of thiamine, 1.8 milligrams of 
riboflavin. 24 milligrams of niacin, and 
40 milligrams of iron; 

(b) It contains added calcium in such 
quantity that the total calcium content 
to 960 milligrams per pound. If a calcium 
compound Is added for technical pur¬ 
poses to give self-rising characteristics 
to the flour, the amount of calcium per 
pound of flour may exceed 960 milli¬ 
grams provided that the excess is no 
greater than necessary to accomplish the 
intended effect. However. If such cal¬ 
cium is Insufficient to meet the 960-miili- 
grara level, no claim may be made on die 
label for calcium as a nutrient. 

(c) The requirements of paragraphs 
(a) and (b) of this section will be deemed 
to have been met if reasonable overages 
of the vitamins and minerals, within the 
limits of good manufacturing practice, 
are present to Insure that the required 
levels of the vitamins and minerals are 
maintained throughout the expected 
shelf life of the food under customary 
conditions of distribution and storage. 
The quantitative content of the follow¬ 
ing vitamins shall be calculated in terms 
of the following chemically identifiable 
reference forms: 


Viuiuia 


fUfrfOM* form 


K.mplilcml 
Nam* fcirmal* 


■ - r 

wnfM 


C«sTTi^lN,OSIin 


Thtsrolnr.. Tliloealm 
dilfrM* 
liydrochlw- 
rM*. 

Riboflavin. KlbolUrln.. _ (VfUN.O# 
Ntadn._C,mSO» 


XT?. 5 


raff 

12X11 


(d) It may contain not more than 5 
percent by weight of wheat germ or 
partly defatted wheat germ: 

(c) When calcium is added as dical- 
clum phosphate, such dicalcium phos¬ 
phate is also considered to be an acld- 
reactlng substance; 

(f) When calcium is added as car¬ 
bonate. the method set forth in ( 137.180 
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(c) does not apply as a test for carbon 
dioxide evolved; but In such case the 
Quantity of carbon dioxide evolved under 
ordinary conditions of use of the en¬ 
riched self-rising flour Is not less than 
0.5 percent of the weight thereof; 

(g) All ingredients from which the 
food is fabricated shall be safe and suita¬ 
ble. The vitamins and minerals added to 
the food for enrichment purposes may be 
supplied by any safe and suitable sub¬ 
stances. Niacin equivalents as derived 
from tryptophan content shall not be 
used in determining total niacin content. 

Emecnvr Datx Not*: Tho Iron content in 
revised I 137.185 (e) (formerly f 15.00 (a) ) 
at **40 milligram!” stayed at 39 TO 5189. 
pending the outcome of a bearing. The levels 
of lion shall remain at the level "not less 
than 13.0 milligrams and not more than 
16.5 milligrams" prescribed by the former 
f 15.80(a) prior to amendment of the section. 

g 137.190 Onrlted wheat. 

Cracked wheat Is the food prepared by 
so cracking or cutting into angular frag¬ 
ments cleaned wheat other than durum 
wheat and red durum wheat that, when 
tested by the method prescribed in 
1 137.200(c) (2). not less than 90 percent 
passes through a No. 8 sieve and not 
more than 20 percent passes through a 
No. 20 sieve. The proportions of the nat¬ 
ural constituents of such wheat, other 
than moisture, remain unaltered. 
Cracked wheat contains not more than 
15 percent of moisture as determined by 
the method prescribed in "Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists”, 5th edition. 1940, page 353 
(Ed. note, 10th edition. 1965* p. 327. secs. 
22.002, 22.0031, under ‘'Preparation of 
Sample—Official" and "Moisture I. Dry¬ 
ing with Heat—Official." 

§ 137.195 (Irtwliril client. 

Crushed wheat, coarse ground wheat. 
Is the food prepared by so crushing 
cleaned wheat other than durum wheat 
and red durum wheat that, when tested 
by the method prescribed In 1 137.200(c) 
(2), 40 percent or more passes through a 
No. 8 sieve and less than 50 percent 
passes through a No. 20 sieve. The pro¬ 
portions of the natural constituents of 
such wheat, other than moisture, remain 
unaltered. Crushed wheat contains not 
more khan 15 percent of moisture as de¬ 
termined by the method prescribed in 
"Official and Tentative Methods of Anal¬ 
ysis of the Association of Official Agri¬ 
cultural Chemists." 5th edition. 1940, 
page 353 (Ed. note, 10th edition, 1965, p. 
327, secs. 22.002, 22.0031. under "Prep¬ 
aration of Sample—Official" and "Mois¬ 
ture L Drying with Heat—Official." 

§ 137.200 WYtoIr felicat flour. 

(a) Whole wheat flour, grahara flour, 
entire wheat flour is the food prepared 
by so grinding cleaned wheat, other 
than durum wheat and red durum 
wheat, that when tested by the method 
prescribed in paragraph (c)(2) of this 
section, not less than 90 percent passes 
through a 236 mm (No. 8) sieve and 
not less than 50 percent passes through a 
W0 nm (No. 20) sieve. The proportions 
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of the natural constituents of such 
wheat, other than moisture, remain un¬ 
altered. To compensate for any natural 
deficiency of enzymes, malted wheat, 
malted wheat flour, malted barley flour, 
or any combination of two or more of 
these, may be used; but the quantity 
of malted barley flour so used Is not 
more than 0.75 percent. It may contain 
harmless preparations of a-amylase ob¬ 
tained from Aspergillus oryzac , alone 
or In a safe and suitable carrier. The 
moisture content of whole wheat flour 
is not more than 15 percent. It may con¬ 
tain ascorbic acid in a quantity' not to 
exceed 200 parts per million as a dough 
conditioner. Unless such addition con¬ 
ceals damage or Inferiority or makes the 
whole wheat flour appear to be better or 
of greater value than It Is, the optional 
bleaching ingredient azodicarbonamldc 
(complying with the requirements of 
f 172.806 of this chapter. Including the 
quantative limit of not more than 45 
parts per million) or chlorine dioxide, or 
chlorine, or a mixture of nitrosyl chloride 
and chlorine, may be added in a quan¬ 
tity not more than sufficient for bleach¬ 
ing and artificial aging effects. 

(b) (1) All optional Ingredients used In 
the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter. 

(2) When ascorbic acid is added, the 
label shall bear the statement "Ascorbic 
acid added as a dough conditioner". 
When the optional Ingredient m * -amy¬ 
lase obtained from Aspergillus orjrzoe" 
is used, it shall be declared by that name 
In the list of ingredients. When any op¬ 
tional bleaching Ingredient is used, the 
label shall bear the word “Bleached". 
Wherever the name of the food appears 
on the label so conspicuously as to be 
easily seen under customary conditions 
of purchase, the word "Bleached" shall 
Immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter: ex¬ 
cept that where such name Is a part of 
a trademark or brand, other written, 
printed, or graphic matter, which is also 
a part of such trademark or brand, may 
so Intervene If the word “Bleached" is 
in such Juxtaposition with such trade¬ 
mark or brand as to be conspicuously 
related to such name. 

(c) For the purposes of this section: 

(1) Moisture is determined by the 
method prescribed in "Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists." 5th Edition. 1946. page 211. 
under "Vacuum Oven Method—Official." 
(Ed. note. 10th edition. 1965. p. 191. secs. 
13.002,13.005.1 

(2) The method referred to in para¬ 
graph (a) of this section is as follows: 
Use No. 8 and No. 20 sieves, having stand¬ 
ard 8-Inch full height frames, complying 
with the specifications for wire cloth and 
sieve frames in "Standard Specifications 
for 8ieves." published March 1. 1940. In 
L. C. 584 of the UJS. Department of 
Commerce. National Bureau of Stand¬ 
ards. Pit a No. 8 sieve Into a No. 20 sieve. 
Attach bottom pan to the No. 20 sieve. 
Pour 100 gm. of the sample Into the No. 


14405 

8 sieve. Attach cover and hold the as¬ 
sembly in a slightly inclined position with 
one hand. Shake the sieves by striking 
the sides against the other hand with an 
upward stroke, at the rate of about 150 
times per minute. Turn the sieves about 
one-sixth of a revolution each time In the 
same direction, after each 25 strokes. 
Continue shaking for 2 minutes. Weigh 
the material which fails to pass through 
the No. 8 sieve and the material which 
passes through the No. 20 sieve. 

§ 137.205 Brumal ('ll xiiolr xbrat flour. 

Bromated whole wheat flour conforms 
to the definition and standard of Identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for whole wheat flour by 
I 137.200, except that potassium bro mate 
is added in a quantity not exceeding 75 
parts to each million parts of finished 
bro mated whole wheat flour 

§137.211 White corn flour. 

(a) White com flour is the food pre¬ 
pared by so grinding and bolting cleaned 
white com that when tested by Uie meth¬ 
od prescribed in paragraph (b) (2) of this 
section, not less than 98 percent passes 
through a No. 50 sieve and not leas than a 
50 percent passes through No. 70 woven- 
wire cloth. Its moisture content Is not 
more than 15 percent. In its preparation, 
part of the ground com may be removed, 
but in any such case, the content (on a 
moisture-free basis) of neither the crude 
fiber nor fat in the finished white com 
flour exceeds the content (on a moisture- 
free basis) of such substance in the 
cleaned com from which it was ground. 

<b) (1) For the purpose of this section, 
moisture, fat. and crude fiber are deter¬ 
mined by methods therefor referred to 
in 1 137.250 (b> (1). 

(2) The method referred to in para¬ 
graph (a) of this section is as follows: 
Weigh 5 grams of sample into a tared 
truncated metal cone (top diameter 5 
centimeters, bottom diameter 2 centi¬ 
meters. height 4 centimeters), fitted at 
bottom with 70-mesh wire cloth com¬ 
plying with the specifications for No. 70 
wire cloth in "Standard Specifications for 
Sieves." published March 1, 1940 in L. C. 
584 of the Bureau of Standards, United 
States Department of Commerce. Attach 
cone to a suction flask. Wash with 
150 ml. of petroleum ether applied in a 
small stream without suction, while 
gently stirring the sample with a small 
glass rod. Apply suction for 2 minutes 
after washing is completed, then shake 
the cone for 2 minutes with a vigorous 
horizontal motion, striking the side 
against the hand, and then weigh. The 
decrease in weight of sample, calculated 
as percent by weight of sample shall be 
considered the percent passing through 
No. 70 wire cloth. Transfer the residue 
from cone to a No. 50 sieve liaving a 
standard 8-inch diameter full-height 
frame, complying with the specifications 
for wire cloth and sieve frame in said 
"Standard Specifications for Sieves." 
Shake for 2 minutes with a vigorous 
horizontal motion, striking the side 
against the hand; remove and weigh the 
residue; calculate the weight of residue 
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cut percent by weight of sample, and sub¬ 
tract from 100 percent to obtain the per¬ 
cent of sample passing through the No. 
50 sieve. 

$ 137.215 Yrllo* rom flour. 

Yellow com flour conforms to the defi¬ 
nition and standard of identity pre¬ 
scribed by 8 137.211 for white com flour 
except that cleaned yellow com is used 
instead of clean white com. 

§ 137.220 Durum Hour. 

<a> Durum flour Is the food prepared 
by grinding and bolting cleaned durum 
wheat. When tested for granulation as 
prescribed in fi 137.105(c)<4), not less 
than 98 percent of such flour passes 
through the No. 70 sieve. It Is freed from 
bran coat, or bran coat and germ, to such 
extent that the percent of ash therein, 
calculated to a moisture-free basis, is 
not more than 1.5 percent. Its moisture 
content Is not more than 15 percent. 

<b' For the purpose of this section, 
ash, moisture, and granulation are de¬ 
termined by the methods prescribed in 
9 137.105(c). 

§ 137.225 W Imlr durum flour. 

Whole durum wheat flour conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for whole wheat flour by 
1 137.200, except that cleaned durum 
wheat. Instead of cleaned wheat other 
than durum wheat and red durum wheat. 
Is used in its preparation. 

§ 137.230 Corn grit.. 

(a ► Grits, com grits, hominy grits, is 
the food prepared by so grinding and 
sifting cleaned white com. with removal 
of com bran and germ, that: 

<1> On a moisture-free basis its crude 
fiber content Is not more than 1.2 percent 
and its fat content is not more than 2.25 
percent: and 

<2> When tested by the method pre¬ 
scribed in paragraph i'b> (2) of this sec¬ 
tion not less than 95 percent passes 
through a No. 10 sieve but not more than 
20 percent through a No. 25 sieve. 

(b)(1) For the purposes of this sec¬ 
tion moisture, fat. and crude fiber are 
determined by methods therefor re¬ 
ferred to in 9 137.250(b) <1). 

(2» The method referred to In para¬ 
graph (a) of this section is as follows: 
Use No. 10 and No. 25 sieves, having 
standard 8-inch diameter full-height 
frames, complying with the specifica¬ 
tions for wire cloth and sieve frames in 
•‘Standard Specifications for Sieves/* 
published March 1. 1940, in L. C. 584 of 
the Bureau of Standards. United States 
Department of Commerce. Attach bot¬ 
tom pan to No. 25 sieve. Fit the No 10 
sieve into the No. 25 sieve. Pour 100 
grams of sample into the No. 10 sieve, 
attach cover and hold assembly in a 
slightly inclined position, shake the 
sieves by striking the sides against one 
hand with an upward stroke, at the rate 
of about 150 times per minute. Turn 
the sieves about one-sixth of a revolu¬ 
tion each time In the same direction 


after each 25 strokes. Continue shak¬ 
ing for 2 minutes. Weigh separately the 
material remaining on the No. 10 sieve 
and in the pan. and calculate each 
weight as percent of sample. The per¬ 
cent of sample passing through a No. 10 
sieve shall be determined by subtracting 
from 100 percent the percent remain¬ 
ing on the No. 10 sieve. The percent of 
material In the pan shall be considered 
as the percent passing through a No. 25 
sieve. 

§ 137.255 Enrirltcd corn grit*. 

• a» Enriched corn grits are the foods, 
each of which conforms to the definition 
and standard of identity prescribed for 
grits, yellow grits, or quick cooking grits 
by 91 137.230. 137.240, and 137.245, except 
that: 

1 1> It contains in each pound not less 
than 2.0 mg. and not more than 3.0 mg. 
of thiamine, not less than 1.2 mg. and 
not more than 1-8 mg. of riboflavin, not 
less tirnn 16 mg. and not more than 24 
mg. of niacin or niacinamide, not less 
than 13 mg. and not more than 26 mg. of 
iron <Fe »; 

(2» It may contain in each pound not 
less than 250 U S P. units and not more 
than 1.000 U.SP. units of vitamin D; 
and 

<3• It may contain in each pound not 
less than 500 mg and not more than 750 
mg. of calcium <Ca). Iron and calcium 
may be added only in forms which are 
harmless and assimilable. The vitamins 
referred to In paragraph of this 

section may be combined with harmless 
substances to render them insoluble in 
vratcr if the water-insoluble products are 
assimilable. The substances referred to in 
this Mibparagraph and in paragraphs <a> 
(1) and <2» of this section may be added 
in a harmless carrier; such carrier is 
used only in the quantity necessary to 
effect an intimate and uniform admix¬ 
ture of such substances with the kind of 
com grits used. Dried yeast in quantities 
not exceeding 1.5 percent by weight of 
the finished food may be used. 

ib> The name of each kind of en¬ 
riched com grits is the word “Enriched** 
followed by the name of the kind of com 
grits used which is prescribed in the defi¬ 
nition and standard of identity therefor. 

g 137.210 On irk grit*. 

<a) Quick grits, quick cooking grits 
are the foods, each of which conforms 
to the definition and standard of iden¬ 
tity prescribed for a kind of grits by 
18 137.230 or 137.245. except that in proc¬ 
ess of preparation the grits are lightly 
steamed and slightly compressed so as 
to fracture the particles. 

<b> The name of each kind of grits 
is “Quick*' or 4 Quick cooking** followed 
by tlie name of the kind of grits used 
w’hlch is prescribed In the definition and 
standard of Identity therefor 

§ 137.215 YpIIoh gril*. 

Yellow* grits, yellow corn grits, yellow 
hominy grits, conforms to the definition 
and standard of identity prescribed by 
9 137.230 for grits except that cleaned 
yellow com U used Instead of cleaned 
white com 


§ 137.250 Vlkilp rorn meal 

ia> White com meal is the food pre¬ 
pared by so grinding cleaned white com 
that w’hcn tested by the method pre¬ 
scribed In paragraph (b) (2) of this sec¬ 
tion not less than 95 percent passes 
through a No. 12 sieve, not less than 45 
percent through a No. 25 sieve, but not 
more than 35 percent through a No. 72 
grits gauze Its moisture content is not 
more than 15 percent. In Its preparation 
coarse particles of the ground com may 
be separated and discarded, or reground 
and recombined with all or part of the 
material from which they were sepa¬ 
rated. but in any such case the crude 
fiber content of the finished corn meal 
is not less than 1.2 percent and not more 
than that of the cleaned com from which 
It was ground, and its fat content does 
not differ more than 0.3 percent from 
that of uch com. The contents of crude 
fiber and fat In ail the foregoing provn 
slons relating thereto arc on a moisture- 
free basis. 

tbMl> For the purposes of this sec¬ 
tion moisture Is determined by the 
method prescribed in “Official and Ten¬ 
tative Methods of Analysis of the Asso¬ 
ciation of Official Agricultural Chemists.’* 
6th edition, page 259, sections 20.70 and 
20.71 (Ed. note. 10th edition. 1965. p. 202. 
secs. 13.058, 13.059 J, fat is determined by 
the method prescribed on pages 259 and 
260, sections 20.70 and 20.73 [Ed. note. 
10th edition, 1965. p. 202, secs. 13.058. 
13 063); and crude fiber determined by 
the method prescribed on pages 259 and 
260. sections 20.70 and 20.74 [Ed note 
10th edition. 1965. p. 202. secs. 13.058. 
13.0611. 

(2) The method referred to In para¬ 
graph <a> of this section is as follows 
Use No 12 and No. 25 sieves, havinr 
standard 8-inch diameter, full-height 
frames, complying with the specifica¬ 
tions for wire cloth and sieve frames in 
“Standard Specifications for 8ieves.' 
published March 1, 1940. in L.C. 584 of 
the Bureau of Standards. United States 
Department of Commerce. A sieve with 
frame of the same dimensions as the Nos 
12 and 25 and fitted with 72 XXX grits 
gauze is used as the third sieve. It is 
referred to hereafter as the No. 72 sieve. 
The 72 XXX grits gauze has openings 
equivalent in size with those of No. 70 
woven-wire cloth, complying with speci¬ 
fications for such cloth contained in such 
“Standard Specifications for Sieves/* At¬ 
tach bottom pan to No. 72 sieve. Fit 
the No. 25 sieve into the No. 72 sieve 
and the No. 12 sieve into the No. 25 siev e 
Pour 100 grams of sample into the No. 
12 sieve, attach cover and hold the as¬ 
sembly in a slightly inclined position and 
shake the assembly of sieves by striking 
the sides against one hand with an up¬ 
ward stroke, at the rate of about 150 
times per minute. Turn the assembly 
of sieves about one-sixth of a revolution, 
each time In the same direction, after 
each 25 strokes. Continue shaking for 2 
minutes. Weigh separately the material 
remaining on each 3ieve and in the pan. 
and calculate each weight as percent of 
sample. Sometimes when meals are 
tested, fine particles clog the sieve open- 
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lugs. IX any sieve is clogged by fine mate* 
rial smaller than its openings, empty 
the contents onto a piece oX paper. Re¬ 
move the entrapped material on the bot¬ 
tom of the sieve by a hair brush and add 
to the sieve below. In like manner, clean 
the adhering material from Inside the 
sieve and add to the material on the 
paper. Return mixture on the paper to 
the sieve, reassemble the sieves, and 
shake In the same manner as before for 
1 minute. Repeat cleaning procedure if 
necessary until a 5-gram or less loss In 
weight occurs in any sieve during a 1- 
mtnute shaking. The percent of sample 
passing through No. 12 sieve shall be 
determined by subtracting from 100 per¬ 
cent. the percent of material remaining 
on the No. 12 sieve. The percent passing 
through a No. 25 sieve shall be deter¬ 
mined by adding the percents remaining 
on the No. 72 sieve and the percent In 
pan. The percent in the pan shall be 
considered as the percent passing 
through a No. 72 XXX grits gauze. 

§ 137.253 Koltcd while corn mml. 

(a) Bolted white corn meal is the 
food prepared by so grinding and sifting 
cleaned white corn that: 

(1) Its crude fiber content is less than 
1.2 percent but Us fat content is not less 
than 2.25 percent; and 

(2) When tested by the method pre¬ 
scribed in i 137.250(b) <2), except that 
a No. 20 standard sieve Is used Instead 
of the No. 12 sieve, not less than 05 per¬ 
cent passes through a No. 20 sieve, not 
less than 45 percent through a No. 25 
*ieve. hut not more than 25 percent 
through No. 72 XXX grits gauze. Its 
moisture content is not more than 15 
percent. In its preparation particles of 
ground corn which contain germ may be 
separated, reground, and recombined 
with all or part of the material from 
which it whs separated, but In any such 
case the fat content of the finished 
bojted white com meal does not exceed 
by more than 0.3 percent the fat content 
of the cleaned com from which it was 
ground. The contents of crude fiber and 
fat In all the foregoing provisions relat¬ 
ing thereto are on a moisture-free basis. 

(b) For the purposes of this section, 
moisture, fat and crude fiber are deter¬ 
mined by the methods therefor referred 
to Ini 137.250'b) (1). 

8 137.260 Knrtrltcd corn rural«« 

<a) Enriched com meals are the foods, 
each of which conforms to the definition 
and standard of identity prescribed for a 
kind of com meal by ff 137.250. 137.255. 
137.265. 137.270. 137.275. 137.230, 137.285, 
and 137.290. except that: 

(1) It contains in each pound not less 
than 2.0 mg. and not more than 3.0 mg. 
of thiamine, not less than 1J2 mg. and 
not more than 1.8 mg. of riboflavin, not 
less than 16 mg. and not more than 24 
mg. of niacin or niacinamide, and not 
less than 13 mg. and not more than 26 
mg. of iron (Fe) ; 

<2) Tt may contain in each pound not 
less than 250 U. 8. P. units and not more 
than 1.000 U. 8. P. units of vitamin D; 
and 
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(3) It may contain In each pound not 
less than 500 milligrams and not more 
than 750 milligrams of calcium (Ca); 
Provided , however . That enriched self¬ 
rising com meals shall contain in each 
pound not more than 1,750 milligrams 
of calcium (Ca). Iron and calcium may 
be added only in forms which are harm¬ 
less and assimilable. The substances 
referred to in this paragraph (a) (3) and 
in paragraphs (a) (1) and (2) of this sec¬ 
tion may be added In a harmless carrier 
which docs not Impair the enriched com 
meal: such carrier is used only in the 
quantity necessary to effect an intimate 
and uniform admixture of such sub¬ 
stances with the kind of com meal used. 
Dried yeast In quantities not exceeding 
1.5 percent by weight of the finished food 
may be used. 

(b) The name of each kind of en¬ 
riched com meal Is the word "Enriched” 
followed by the name of the kind of com 
meal used which is prescribed In the 
definition and standard of Identity 
therefor. 

§ 137.265 Drgrrmmatrd white corn 
meal. 

<a) Determinated white com meal, 
degermed white com meal.. Is the food 
prepared by grinding cleaned white 
com arid removing bran and germ so 
that: 

(1) On a moisture-free basis, its crude 
fiber content is less than 1.2 percent and 
its fat content is less than 2.25 percent: 
and 

(2) When tested by the method pre¬ 
scribed in 1 137.250(b)(2), except that 
a No. 20 standard sieve is used Instead 
of a No. 12 sieve, not less than 95 per¬ 
cent passes through a No. 20 sieve, not 
less than 45 percent through a No. 25 
sieve, but not more than 25 percent 
through No. 72 XXX grits gauze. Its 
moisture content is not more than 15 
percent. 

<b) For the purposes of this section, 
moisture, fat and crude fiber are deter¬ 
mined by methods therefor referred to 
in i 137.250(b)(1). 

§ 137*270 Self-riwng withe com meal. 

(a) Self-rising white com meal is an 
Intimate mixture of white com meal, 
sodium bicarbonate, and one or both of 
the acid-reacting substances monocal- 
clura phosphate and sodium aluminum 
phosphate. It Is seasoned with salt. 
When it Is tested by the method pre¬ 
scribed In paragraph <b) of this section, 
not less than 0.5 percent of carbon 
dioxide Is evolved. The acid-reacting 
substance is added in sufficient quantity 
to neutralize the sodium bicarbonate. 
The combined weight of such acld-react- 
lng substance and sodium bicarbonate Is 
not more than 4.5 parts to each 100 parts 
of white com meal used* 

(b) The method referred to In para¬ 
graph (a> of this section is the method 
prescribed in "Official and Tentative 
Methods of Analysis of the Association 
of Official Agricultural Chemists.” 6th 
Edition, beginning on page 208 (Ed. note, 
10th edition. 1965. p. 119. secs. 7.002, 
7.0031 under "Oasometric Method (2) 


14407 

with ChitUck’s Apparatus—Official,” ex¬ 
cept that the following procedure is sub¬ 
stituted for the procedure specified there¬ 
in under ”17.6—Determination”: 

(1) Weigh 17 grams of the official sam¬ 
ple Into flask A. add 15-20 glass beads 
(4-6 mm. diameter), and connect this 
flask with the apparatus (fig. 25). Open 
stopcock C and by means of the leveling 
bulk E bring the displacement solution 
to the 25 cc. graduation above the zero 
mark. (This 25 cc. Is a partial allow¬ 
ance for the volume of acid to be used 
in the decomposition.) Allow the ap¬ 
paratus to stand 1-2 minutes to Insure 
that the temperature and pressure 
within the apparatus are the same as 
those of the room. Close the stopcock, 
lower the leveling bulb somewhat to re¬ 
duce the pressure within the apparatus, 
and slowly run into the decomposition 
flask from burette F 45 cc. of sulfuric 
acid (1+5). To prevent the liberated 
carbon dioxide from escaping through 
the acid burette into the air. keep the 
displacement solution in the leveling 
bulb at all times during the decomposi¬ 
tion at a lower level than that in the 
gas-measuring tube. Rotate and then 
vigorously agitate the decomposition 
flask for 3 minutes to mix the con¬ 
tents Intimately. Allow to stand for ID 
minutes to bring to equilibrium. Equal¬ 
ize the pressure In the measuring tube 
by means of the leveling bulb and read 
the volume of gas from the zero point on 
the tube. Deduct 20 cc. from this read¬ 
ing (this 20 cc. together with previous 
allowance of 25 cc. compensates for the 
45 cc. acid used in the decomposition). 
Observe the temperature of the air sur¬ 
rounding the apparatus and also the 
barometric pressure and multiply the 
number of cc. of gas evolved by the fac¬ 
tor given In Table 44.30 [Ed. note. 10th 
edition. 1965, p. 887. sec. 43.0281—Refer¬ 
ence Tables for the temperature and 
pressure observed. Divide the corrected 
reading by 100 to obtain the apparent 
percent by weight of carbon dioxide in 
the official sample. 

(2) Correct the apparent percent of 
carbon dioxide to compensate for vary¬ 
ing atmospheric conditions by immedi¬ 
ately assaying a synthetic sample by the 
same method In the same apparatus. 

(3) Prepare the synthetic sample with 
16.2 grams of com meal. 0.30 gram of 
monocalcium phosphate. 0.30 gram of 
salt, and a sufficient quantity of sodium 
bicarbonate U8P. (dried over sulfuric 
acid) to yield the amount of carbon di¬ 
oxide recovered In assay al official 
sample. Determine this quantity by 
multiplying weight of carbon dioxide 
recovered in assay of official sample bv 
1.91. 

(4) Divide the weight of carbon diox¬ 
ide recovered from synthetic sample by 
weight of carbon dioxide contained In 
sodium bicarbonate used. 

(5> Divide the quotient into the ap¬ 
parent percent of carbon dioxide In of¬ 
ficial sample to obtain percent of carbon 
dioxide evolved from the official sample. 

§ 137.275 Yellow corn meal. 

Yellow com meal conforms to the def¬ 
inition and standard of identity pre- 
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scribed by 9 137.250 far white corn meal 
except that cleaned yellow com is used 
Instead of cleaned white corn. 

§ 137.280 Bolted ycllo* com mi-nl. 

Bolted yellow com meal conforms to 
the definition and standard of identity 
prescribed by 9 137.255 for bolted white 
com meal except that cleaned yellow 
corn is used instead of cleaned wiilte 
com. 

§ 137.285 Deecmmmlcd yellow com 
incut 

Determinated yellow corn meal, de- 
germed yellow com meal, conforms to 
the definition and standard of Identity 
prescribed by « 137.265 for degerminated 
white com meal except that cleaned yel¬ 
low corn ts used instead of cleaned white 
com. 

§ 137.2*H) $df*rliiii| yrllo* corn wc«I. 

Self-rising yellow com meal conforms 
to the definition and standard of identity 
prescribed by 9 137.270 for self-rising 
white com meal except that yellow corn 
meal is used instead of white com meal. 

§ 137.300 Farina* 

(a) Farina is the food prepared by 
grinding and bolting cleaned wheat, 
other than durum wheat and red durum 
wheat, to such fineness that, when tested 
by the method prescribed in paragraph 
<b) (2> of this section, it passes through 
a No. 20 sieve, but not more than 3 per¬ 
cent passes through a No. 100 sieve. It Is 
freed from bran coat, or bran coat and 
germ, to such extent that the percent of 
asli therein, calculated to a moisture-free 
basis, is not more than 0.6 percent. Its 
moisture content is not more than 15 
percent. 

<b> For the purposes of this section 

(1> Ash and moisture are determined 
by the methods therefor referred to In 
9 137.105(c). 

(2) The method referred to in para¬ 
graph <a> of this section is as follows. 
Use No. 20 and No. 100 sieves, having 
standard 8-inch full-height frames, com¬ 
plying with the specifications for wire 
cloth and sieve frames in ”8tandard 
Specifications for Sieves,” published 
March 1. 1940, in L». C. 584 of the United 
States Department of Commerce. Na¬ 
tional Bureau of Standards. Fit a No. 20 
sieve into a No. 100 sieve. Attach bot¬ 
tom pan to the No. 100 sieve. Pour 100 
grams of the sample Into the No. 20 sieve. 
Attach cover and hold the assembly in a 
slightly inclined position with one hand. 
Shake the sieves by striking the sides 
against the other hand with an upward 
stroke, at the rate of about 150 times per 
minute Turn the sieves about one- 
sixth of a revolution, each time in the 
same direction, after each 25 strokes 
Continue shaking for 2 minutes. Weigh 
the material which falls to pass through 
the No. 20 sieve and the material which 
passes through the No. 100 sieve. 

§ 137.303 Enrlrhcd farina. 

«a> Enriched farina conforms to the 
definition and standard of Identity pre¬ 
scribed for farina by 9 137.300, except 
that: 


< 1 > It contains in each pound not less 
than 2.0 milligrams and not more than 
2.5 milligrams of thiamine, not less than 
1.2 milligrams and not more than 1.5 
milligrams of riboflavin, not less than 
16.0 milligrams and not more than 20.0 
milligrams of niacin or niacinamide, and 
not less than 13.0 milligrams of Iron 
<FeV 

t2> Vitamin D may be added in such 
quantity that each pound of the finished 
enriched farina contains not less than 
250 U-S.P. units of the optional ingredient 
vitamin D. 

<3> Calcium may be added in such 
quantity that each pound of the finished 
enriched farina contains not less than 
500 milligrams of the optional ingredient 
calcium <Ca>. 

<4» It may contain not more than 8 
percent by weight of the optional in¬ 
gredient wheat germ or partly defatted 
wheat germ. 

<5>(i) It may contain not less than 
0.5 percent and not more than 1 percent 
by weight of the optional ingredient di¬ 
sod turn phosphate: or 

<ii) It may be treated with one of the 
proteinase enzymes papain or pepsin to 
reduce substantially the time required 
for cooking. In such treatment papain 
or pepsin. In an amount not to exceed 
0.1 percent by weight is added to the 
farina, which is moistened, warmed, and 
subsequently heated sufficiently to in¬ 
activate the enzyme and to dry the prod¬ 
uct to comply with the limit for moisture 
prescribed by 9 137.300(a). 

(6> In determining whether the asli 
content complies with the requirements 
of this section allowance is made for ash 
resulting from any added iron or salts 
of iron or calcium, or from any added 
disodium phosphate, or from any added 
wheat germ or partly defatted wheat 
germ. 

Iron and calcium may be added only In 
forms which are harmless and assimila¬ 
ble. Dried irradiated yeast may be used 
as a source of vitamin D. The sub¬ 
stances referred to In paragraphs (a) 
(1) and <2) of this section may be added 
in a harmless carrier which does not 
impair the enriched farina: such carrier 
is used only in the quantity necessary 
to effect an intimate and uniform admix¬ 
ture of such substances with the farina. 

<b)(!) All optional ingredients used 
in the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter. 

<2>tl> When the optional ingredient 
disod turn phosphate U used, the label 
shall bear the statement “Dtsodlum 
phosphntc added for quick cooking”. 

<ii> When the proteinase enzyme 
treatment is used, the label shall bear 
the statement “Enzyme treated for 
quicker cooking”. 

<3> Wherever the name of the food ap¬ 
pears on tlie label so conspicuously as to 
be easily seen under customary conditions 
of purchase, the statements prescribed by 
paragraph (b><2) of this section shall 
immediately and conspicuously precede 
or follow such name without intervening 
written, printed, or graphic matter: ex¬ 
cept that where the name of the food is a 


part of a trademark or brand, then other 
wTitten. printed, or graphic matter that 
Is also a part of the trademark or brand 
may so intervene, if such statement is in 
such juxtaposition with the trademark or 
brand as to be conspicuously related to 
the name of the food. 

§ 137.320 Sriiiolinn. 

<a> Semolina is the food prepared by 
grinding and bolting cleaned durum 
w’heat to such fineness that, when tested 
by the method prescribed in 9 137.300 <b* 
(2), it passes through a No. 20 sieve, but 
not more than 3 percent passes through 
a No. 100 sieve. It is freed from bran 
coat, or bran coat and germ, to such 
extent that the percent of ash therein, 
calculated to a moisture-free basis, ts 
not more than 0.93 percent. Its moisture 
content is not more than 15 percent. 

ib) For the purpose of this section 
ash and moisture are determined by the 
methods therefor referred to in 9 137.105 
<c). 

§ 137.330 Liirlf Iml rirr. 

(a) Tlie foods for which definitions 
and standards of identity are prescribed 
by this section are forms of milled rice 
(except rice coated with talc and glucose 
and known as coated rice), to which nu¬ 
trients have been added so that each 
pound of the rice contains: 

d) Not less than 2.0 milligrams and 
not more than 4.0 milligrams of thin' 
mine: not less than 1.2 milligrams and 
not more than 2.4 milligrams of ribo¬ 
flavin: not less than 16 milligrams and 
not more than 32 milligrams of niacin or 
niacinamide: and not less than 13 milli¬ 
grams and not more than 26 milligrams 
of iron <Fe>. 

(2> Each pound may contain not less 
than 250 U.S.P. units and not more than 
1,000 U.S.P. units of vitamin D. 

(3) Each pound may contain not less 
than 500 milligrams and not more than 
1,000 milligrams of calcium (Ca). Cal' 
cium carbonate derived from the use of 
this substance in milling rice, w'hen pres¬ 
ent in quantities that furnish less than 
500 milligrams of calcium (Ca) per 
pound, is considered a normal Ingredient 
of the milled rice used and not an option¬ 
al ingredient of the enriched rice unless 
such enriched rice is labeled to show 
it contains the optional ingredient cal¬ 
cium. Iron and calcium may be added 
only in forms that are harmless and 
assimilable. The vitamins referred to in 
paragraphs (a) (1) and <2> of this sec¬ 
tion may be combined with harmless 
substances to render them insoluble in 
water. If the w f a ter-insoluble products 
arc assimilable. 

<4» In the case of enriched parboiled 
rice, butylated hydroxy toluene may be 
added as an optional ingredient in sn 
amount not to exceed 0.0033 percent by 
weight of the finished food. 

<b> The substances referred to in par¬ 
agraph (a) (l), (2), and (3) of this 
section may be added in a harmless car¬ 
rier. Such carrier is used only In tlie 
quantity necessary to effect an intimate 
and uniform mixture of such substances 
with the rice. 
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(c) Unless the label of the food bears 
the statement “To retain vitamins do 
not rinse before or drain after cooking” 
immediately preceding or following the 
name of the food and in letters not less 
than one-fourth the point size of type 
used for printing the name of the food 
• but in no case less than 8-point typo 
and the label bears no cooking directions 
calling for washing or draining or unless 
the food is precooked and it is packaged 
in consumer packages which are con¬ 
spicuously and prominently labeled with 
directions for preparation which, if fol¬ 
low^. will avoid washing away or drain¬ 
ing olT enriching ingredients, the sub¬ 
stances named in paragraph <&> (1),<2>, 
and (3) of this section shall be present in 
such quantity or in such form that when 
the enriched rice is washed as prescribed 
in paragraph <e> of this section, the 
washed rice contains not less than 85 
percent of the minimum quantities of the 
substances named in paragraph (a) Cl> 
of this section, as required for enriched 
rice; and in case any optional ingredients 
named in paragraph <a) <2> and (3) of 
this section are used, the washed rice also 
contains not less than 85 percent of the 
minimum quantity specified for the sub¬ 
stance or substances used. 

<d) The name specified for each food 
for which a definition and standard of 
identity is prescribed by this section is 
the common name of the kind of milled 
rice to which the enriching substances 
are added, preceded by the word “en¬ 
riched” as. for example. “Enriched rice” 
or “Enriched parboiled rice”. 

(e) The method referred to in para¬ 
graph (c) of tills section is as follows: 
Mix the contents of one or more contain¬ 
ers and transfer pound thereof to a 
4-liter flask containing 2 liters of dis¬ 
tilled water at room temperature (but 
not below 20 # C). Stopper the flask and 
swirl it moderately for Hi minute so that 
the rice is in motion and in uni¬ 
form suspension. Allow the rice to 
settle for H* minute, then pour off 1,600 
milliliters of the water, together with 
any floating and suspended matter, and 
discard. To the contents of the flask, 
add 1,600 milliliters of distilled water and 
20 milliliters of 10 N hydrochloric acid. 
Agitate vigorously and wash down the 
sides of the flask with 150 milliliters of 
0.1 iV hydrochloric acid. In order to 
avoid excess foaming during the extrac¬ 
tion, heat the mixture slowly to about 
100* C. agitate agcntly if necessary, and 
maintain at this temperature until air 
is expelled. Again wash down the sides 
of the flask with 150 milliliters of 0.1 N 
hydrochloric acid. Heat the mixture in 
an autoclave at 120* C to 123" C for 
30 minutes, remove and cool to room 
temperature. Dilute the mixture with 
distilled water so that the total volume 
is 2.500 milliliters. Swirl the flask, and 
while the solids arc in uniform suspen¬ 
sion pour off about 250 milliliters of the 
mixture for later determination of iron 
‘and calcium. If this is to be deter¬ 
mined). With Alter paper that has been 
shown not to adsorb thiamine, ribo¬ 
flavin. or niacin, filter enough of the 
remaining mixture for determination of 


thiamine, riboflavin, and niacin, tin 
the case of a mixture difficult to filter, 
centrifuging or filtering through fritted 
glass, or both, using a suitable analytical 
filter-aid, may be substituted for, or may 
precede, filtering through paper.) Di¬ 
lute an aliquot of filtrate with 0.1 S hy¬ 
drochloric acid, so that each milliliter 
contains about 0.2 microgram of thia¬ 
mine, and determine thiamine by the 
method entitled “Rapid Fluorometrlc 
Method—Official,” beginning with sec¬ 
tion 38.32 of the book “Official Methods 
of Analysis of the Association of Official 
Agricultural Chemists,” 8th Edition. 
1955. I Ed. note, 10th edition. 1965. p. 
761, sec. 39.028. J With a suitable aliquot 
determine riboflavin by the method en¬ 
titled “Fluorometric Method—Official” 
in the same book, beginning with the 
third sentence of the second paragraph 
in section 38.35<&), “Adjust, with vigor¬ 
ous agitation • • V I Ed. note, 10th 
edition. 1965. p. 762. sec 39.035.1 De¬ 
termine niacin in a 200-milliliter aliquot 
of the filtrate by the method entitled 
“Chemical Method—Official” in the same 
book, beginning in the second sentence 
of the first paragraph in section 38.47 
(a), “adjust to pH 4.5 with • • • ” lEd. 
note. 10th edition. 1965. p. 763, sec, 
39.038.1 Evaporate to dryness a 100- 
mililliter aliquot of the nonflltered ma¬ 
terial withdrawn while agitating, and 
determine iron using the method on page 

208 of the same book entitled “Iron—Of¬ 
ficial.” I Ed. note. 10th edition, 1965, p. 
192, secs. 13.011-13.0131 and. if required, 
determine calcium as directed, on page 

209 of the same book, entitled “Cal¬ 
cium—Official.” (Ed. note. 10th edition. 
1965. p. 193, see. 13.014. J 

(t) When the optional ingredient 
specified in paragraph <a) <4> of this sec¬ 
tion is added, the statement “Butylated 
hydroxytoluene added as a prcservative“ 
shall be placed on the label prominently 
and with such conspicuousness (as com¬ 
pared with other words, statements, de¬ 
signs. or devices in the label) as to render 
it likely to be read and understood by 
the ordinary individual under customary 
conditions of purchase. 

Nor*: Th« Order of the Commissioner of 
Pood and Drugs appearing at 23 F-R. 1170, 
Feb. 25, 1958. amending paragraphs (a)(1) 
and (c) provides in part as follows: The 
regulations In I 137-350 (formerly I 15.525) 
are stayed insofar as they require each pound 
of the food to contain not 1ess than 1 2 milli¬ 
grams and not more than 2.4 milligrams of 
riboflavin. This stay shall continue until final 
action is taken disposing of the objections, 
after public hearing thereon. 


PART 139—MACARONI AND NOODLE 
PRODUCTS 

Sub part A—[Reserved) 

Subpart B—Requirement* for Specific 
Standardised Macaroni and Noodle Products 

139.110 Macaroni products. 

139.115 Enriched macaroni products. 

139.117 Enriched macaroni products with 
fortified protein. 

139 120 Milk macaroni products. 

139.121 Nonfat milk macaroni products. 

139.122 Enriched nonfat milk macaroni 

products. 


139.125 Vegetable macaroni products. 
139.135 Enriched vegetable macaroni prod¬ 
ucts. 

139.138 Whole wheat macaroni products 
139.140 Wheat and soy macaroni products. 
139.150 Noodle products. 

139 155 Enriched noodle products. 

139.160 Vegetable noodle products 
139.165 Enriched vegetable noodle products. 
139.180 Wheat and soy noodle products 

AtmloaiTY: Secs. 401, 701, 52 Stat. 1046. as 
•tmended. 1055-1066. as amended <21 V S C 
341, 371). 

Subpart A—{Reserved] 

Subpart B—Requirements for Specific 

Standardized Macaroni and Noodle 

Products 

§ 139.110 M.iuriMii jihkIih Iv 

(a» Macaroni products are the class of 
food each of which is prepared by drying 
formed units of dough made from semo¬ 
lina. durum flour, farina, flour, or any 
combination of two or more of these, 
with water and with or without one or 
more of the optional Ingredients sped 
fled in paragraphs (a) (1) to (6», in 
elusive, of this section. 

(1) Egg white, frozen egg white, dried 
egg white, or any two or all of these, 
in such quantity that the solids thereof 
are not less than 0.5 percent and not 
more than 2.0 percent of the weight of 
the finished food. 

< 2) Disodium phosphate, in a quantity 
not less than 0.5 percent and not more 
than 1.0 percent of the weight of the 
finished food. 

<3> Onions, celery, garlic, bay leaf, or 
any two or more of these, in a quantity 
which seasons the food. 

1 4 > Salt, in a quantity which seasons 
the food. 

(5) Gum gluten, in such quantity that 
the protein content of the finished food 
is not more than 13 percent by weight. 
The finished macaroni product con¬ 
tains not less than 87 percent of total 
solids as determined by the method pre¬ 
scribed in “Official and Tentative Meth¬ 
ods of Analysts of the Association of 
Official Agricultural Chemists.” Fifth 
edition. 1940. page 235 (Ed. note, 10th 
edition, 1965, p. 209. sec. 13.115). under 
“Vacuum Oven Method —Official.” 

(6) Concentrated glyceryl monostea¬ 
rate (containing not less than 90 per¬ 
cent monoester). In a quantity not ex¬ 
ceeding 2 percent by weight of the 
finished food. 

(b) Macaroni Is the macaroni prod¬ 
uct the units of which are tube-shaped 
and more than 0.11 inch but not more 
than 0.27 inch in diameter. 

<c) Spaghetti is the macaroni prod¬ 
uct the units of which are tube-shaped 
or cord-shaped (not tubular) and more 
than 0.06 inch but not more than 0.11 
inch in diameter. 

(d) Vermicelli is the macaroni product 
the units of which are cord-shaped (not 
tubular) and not more than~0.06 inch 
in diameter. 

‘e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Macaroni 
product”: or alternatively, the name is 
“Macaroni”, “Spaghetti”, or “Vcrmi- 
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celli". as the cose may be. when the 
unit® of the food are of the shapes and 
sizes specified in paragraph (b>, <c>, or 
(d>. respectively, of this section. 

<f> (1) When disodium phosphate is 
used the label shall bear the statement 
"Dlsodium phosphate added for quick 
cooking". 

(2) When any ingredient specified in 
paragraph (a) (3) of this section is used 
the label shall bear the statement “Sea¬ 
soned with_", the blank being filled 

in with the common name of the ingre¬ 
dient; or in the case of bay leaves the 
statement “Spiced". "Splcc added", or 
“Spiced with bay leaves". 

<3) When the ingredient specified in 
paragraph (a) <6) of this section is used, 
the label shall bear the statement 
“Glyceryl monostearate added" or the 
statement "With added glyceryl mono¬ 
stearate". 

(4) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the words and state¬ 
ments prescribed in this section, show¬ 
ing the optional ingredients used, shall 
Immediately and conspicuously precede 
or follow, or in part precede and in part 
follow, such name, without intervening 
written, printed, or graphic matter. 

8 139.115 Enrlrhrd macaroni product*. 

<a> Enriched macaroni products are 
the class of food each of which conforms 
to the definition and standard of identity 
and is subject to the requirements for 
label statement of optional Ingredients, 
prescribed for macaroni products by 
1139.110 <a) and (f), except that: 

(1) Each such food contains in each 
pound not less than 4 mg. and not more 
than 5 mg. of thiamine, not less than 1.7 
rag. and not more than 2.2 mg. of ribo¬ 
flavin. not less than 27 mg. and not more 
than 34 mg. of niacin or niacinamide, and 
not less than 13 mg. and not more than 
16.5 mg. of iron CPe>: 

(2) Each such food may also contain 
as an optional ingredient added vitamin 
D in such quantity that each pound of the 
finished food contains not less than 250 
U. S. P. units and not more than 1000 
U. S. P. units of vitamin D. 

(3) Each such food may also contain 
as an optional Ingredient added calcium 
In such quantity that each pound of the 
finished food contains not less than 500 
mg. and not more than 625 mg. of cal¬ 
cium (Ca>: 

(4> Each such food may also contain 
as an optional ingredient partly defatted 
wheat germ but the amount thereof does 
not exceed 5 percent of the weight of the 
finished food: 

(5) Each such food may be supplied, 
wholly or in part, with the prescribed 
quantity of any substance referred to In 
paragraphs (a) (1), (2), and (3) of this 
section through the use of dried yeast, 
dried to ruin yeast, partly defatted wheat 
germ, enriched farina, or enriched flour, 
or through the direct additions of any of 
the substances prescribed in paragraphs 

(a) (l),<2),and (3) of this section. 

Iron and calcium may be added only In 
forms which ore harmless and asslm- 
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liable. The substances referred to In 
paragraphs (a) (1) and (2) of this sec¬ 
tion may be added in a harmless carrier 
which does not Impair the enriched mac¬ 
aroni product, such carrier being used 
only In the quantity reasonably necessary 
to effoci an intimate and uniform dis¬ 
tribution of such substances in the fin¬ 
ished enriched macaroni product. 

(b) Enriched macaroni is the en¬ 
riched macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for macaroni 
by | 139.110(b). 

(c) Enriched spaghetti is the enriched 
macaroni product the units of which 
conform to the specifications of shape 
and size prescribed for spaghetti by 
S 139.110(0 

<d> Enriched vermicelli is the en¬ 
riched macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for vermicelli 
by | 139.110(d). 

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is "Enriched 
Macaroni product": or alternatively, the 
name is Enriched macaroni", "Enriched 
spaghetti", or "Enriched vermicelli", as 
the case may be, when the units of the 
food comply with the requirements of 
paragraphs ib>, <c). or (d> respectively 
of this section. 

$139,117 Enrirltcd mararuni |»rodiuU 
%»itli fortified protein. 

(a) (1) Each of the foods for which 
a standard of Identity Is prescribed by 
this section U produced by doing formed 
units of dough made with one or more of 
the milled wheat ingredients designated 
in || 139.110(a) and 139.138(a). and 
other ingredients to enable the finished 
food to meet the protein requirements 
set out in paragraph (a)(2)(1) of this 
section. Edible protein sources, including 
food grade flours or meals made from 
non wheat cereals or from oilseeds, may 
be used. Vitamin and mineral enrich¬ 
ment nutrients are added to bring the 
food into conformity with the require¬ 
ments of paragraph <b) of this section. 
Safe and suitable ingredients, as pro¬ 
vided for in paragraph (c> of this sec¬ 
tion, may be added. The proportion of 
the milled wheat Ingredient is larger 
than the proportion of any other ingre¬ 
dient used. 

(2) Each such finished food, when 
tested by the methods described in the 
cited sections of the book "Official 
Methods of Analysis of the Association 
of Official Analytical Chemists," 11th 
edition. 1970. meets the following speci¬ 
fications: 

(i> The protein content (NX6.25) is 
not less than 20 percent by weight (on 
a 13 percent moisture basis) as deter¬ 
mined by the method In section 14.134. 
The protein quality is not less than 95 
percent that of casein as determined on 
the cooked food by the method In sec¬ 
tions 39.166 through 39.170 of the official 
methods. 

(11) The total solids content is not less 
than 87 percent by weight ms determined 
by the method In section 14.125 of the 
official methods. 


(b) (X) Each food covered by this sec¬ 
tion contains In each pound 5 milligrams 
of thiamin. 2.2 milligrams of riboflavin. 
34 milligrams of niacin or niacinamide, 
and 16.5 milligrams of Iron. 

(2) Each pound of such food may also 
contain 625 milligrams of calcium. 

(3) Iron and calcium may be added 
only In forms which are harmless and 
assimilable. The enrichment nutrients 
may be added In a harmless carrier used 
only in a quantity necessary to effect a 
uniform distribution of the nutrients In 
the finished food. The requirements of 
paragraphs (b> (1) and (2) of this sec¬ 
tion shall be deemed to have been met 
if reasonable overages, within the limits 
of good manufacturing practice, are 
present to assure that the prescribed 
levels of the vitamins and mineral's) 
are maintained throughout the expected 
shelf life of the food under customary 
conditions of distribution. 

(c> The safe and suitable Ingredients 
referred to in paragraph (a) of this sec¬ 
tion are Ingredients that serve a useful 
purpose. e.g., to fortify the protein or 
facilitate production of the food, but they 
do not Include color additives, artificial 
flavorings, artificial sweeteners, chemical 
preservatives, or starches. Ingredients 
deemed suitable for use by this para¬ 
graph are added in amounts that are not 
in excess of those reasonably required to 
achieve their Intended purposes. Ingredi¬ 
ents are deemed to be safe if they are not 
food additives within the meaning of sec¬ 
tion 201(8) of the Federal Food. Drug, 
and Cosmetic Act. or in casc they are 
food additives, if they are used In con¬ 
formity with regulations established pur¬ 
suant to section 409 of the act. 

(d> (1) The name of any food covered 
by this section Is "Enriched Wheat 

_ Macaroni Product—with 

Fortified Protein", the blank being filled 
in with appropriate word(s) such as 
"Soy" to show the source of any flours 
or meals used that were made from non¬ 
wheat cereals or from oilseeds. In lieu of 
the words "Macaroni Product" the word 
"Macaroni", "Spaghetti", or "Vermicel¬ 
li", as appropriate, may be used If the 
units conform in shape and size to the 
requirements of 1139.110 (b). (c).or 'd>. 

(2) When any ingredient, not desig¬ 

nated in the part of the name prescribed 
in paragraph (d)(1) of this section, is 
added in such proportion as to contribute 
10 percent or more of the quantity of 
protein contained in the finished food, 
the name shall Include the statement 
"Made with.-.", the blank be¬ 

ing filled In with the name of each such 
ingredient, e.g., "Made with nonfat 
milk". 

(3) When. In conformity with para¬ 
graph <d) (1) or (2) of this section, two 
or more ingredients are listed in the 
name, their designations shall be ar¬ 
ranged in descending order of predomi¬ 
nance by weight. 

(4) In the case of a food made to com¬ 
ply with another section of this part, but 
which also meets the compositional re¬ 
quirements of this section, it may alter¬ 
natively bear the name set out In that 
other section. 
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(c) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec¬ 
tion of Part 101 of this chapter. Further, 
the declaration of ingredients as set 
forth in this paragraph, shall appear in 
letters not less than one-half the size 
of that required by 8 101.105 of this chap¬ 
ter for the declaration of net quantity of 
contents, and in no case less than one- 
sixteenth of an inch in height. 

§ 139.120 Milk niiiciiroiii products. 

(a) Milk macaroni products are the 
class of food each of which conforms 
to the definition and standard of iden¬ 
tity. and is subject to the requirements 
for label statement of optional ingredi¬ 
ents. prescribed for macaroni products 
by 8 139.110 (a) and <f> <2> and (3>. ex¬ 
cept that: 

<1> Milk is used as the sole moisten¬ 
ing ingredient In preparing the dough; or 
in lieu of milk one or more of the milk 
ingredients specified in paragraph (f) of 
this section is used, with or without 
water, in such quantity that the weight 
of milk solids therein is not less than 3.8 
percent of the weight of the finished milk 
macaroni product; and 

(2) None of the optional ingredients 
permitted by 8 139.110(a) (1) and (2) is 
used. When the optional ingredient gum 
gluten (§ 139.110(a)(5)) is added, the 
cjuantity is such that the protein derived 
therefrom, together with the protein de¬ 
rived from semolina, durum flour, farina, 
flour, or any combination of these used, 
does hot exceed 13 percent of the weight 
of the finished food. 

(b) Milk macaroni is the milk mac¬ 
aroni product the units of which con¬ 
form to the specifications of shape and 
size prescribed for macaroni by 8 139.110 
(b). 

<c) Milk spaghetti is the milk mac¬ 
aroni product the units of which con¬ 
form to the specifications of shape and 
size prescribed for spaghetti by 8 139.110 
(O. 

<d) Milk vermicelli is the milk mac¬ 
aroni product the units of which con¬ 
form to the specifications of shape and 
size prescribed for vermicelli by 8 139.110 

(d). 

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is ‘ Milk Mac¬ 
aroni Product"; or alternatively, the 
name is "Milk macaroni". "Milk spa¬ 
ghetti", or "Milk vermicelli", as the case 
may be. when the units of the food com¬ 
ply with the requirements of paragraph 
( b). (c). or (d), respectively, of this 
section. 

(f) The milk ingredients referred to 
In paragraph <a)<l> of tills section are 
concentrated milk, evaporated milk, 
dried milk, and a mixture of butter with 
skim milk, concentrated skim milk, 
evaporated skim milk, nonfat dry milk 
( dried skim milk), or any two or more 
of these, in such proportion that the 
weight of nonfat milk solids in such mix¬ 
ture Is not more than 2.275 times the 
weight of milk fat therein. 


federal 
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§ 139.121 Nonfat milk manroni prod¬ 
uct*. 

<a> Each of the macaroni products 
made with nonfat milk for which & defi¬ 
nition and standard of identity is pre¬ 
scribed by this section conforms to the 
definition and standard of identity, and 
Ls subject to the requirements for label 
statement of optional ingredients, pre¬ 
scribed for macaroni products by 
8 139.110 (a) and (f) (2). (3>. and (4). 
except that: 

<1) (i) In preparing the dough, non¬ 
fat dry milk or concentrated skim milk, 
or a mixture of these, is used in an 
amount such that the finished macaroni 
product made with nonfat milk contains 
by weight not less than 12 percent and 
not more than 25 percent of milk solids- 
not-fat. Carrageenan or salts of carra¬ 
geenan conforming to the requirements 
of 8 172.620 and 8 172.626 of this chap¬ 
ter may be used in a quantity not in 
excess of 0.833 percent by weight of the 
milk solids-not-fat used. 

<ii> When the ingredient carrageenan 
or the salts of carrageenan specified in 
paragraph (a)(l)(l) of this section is 
used, the label shall bear the statement. 
"Carrageenan added" or "Salts of car¬ 
rageenan added" or the statement "With 
added carrageenan" or "With added salts 
of carrageenan", in the manner further 
prescribed by 8 139.110(f)(4). 

(2) None of the optional ingredients 
permitted by 8 139.110(a) <1). <2). and 
<5) are used. 

(b) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is "Macaroni 
products made with nonfat milk" or, 
alternatively, the name is "Macaroni 
made with nonfat milk", "Spaghetti 
made with nonfat milk", or "Vermicelli 
made with nonfat milk", as the cose may 
be when the units of the food conform 
to the specifications of shape and size 
prescribed by 8 139.110 ib), <c>. or <d>. 
respectively. 

§ 139.122 Knrirlinl nonfat milk nnacji- 
roni product*. 

(&) Each of the enriched macaroni 
products made with nonfat milk for 
which a definition and standard of 
Identity is prescribed by this section con¬ 
forms to the definition and standard of 
identity, and is subject to the require¬ 
ments for label statement of optional In¬ 
gredients, prescribed for macaroni prod¬ 
ucts by 8 139.110 (a) and <f> (2), (3)* 
and (4). except that: 

(1) (1) In preparing the dough, non¬ 
fat dry milk or concentrated skim milk, 
or a mixture of these, is used In an 
amount such that the finished enriched 
macaroni product made with nonfat milk 
contains by weight not less than 12 per¬ 
cent and not more than 25 percent of 
milk solids-not-fat. Carrageenan or the 
salts of carrageenan conforming to the 
requirements of | 172.620 and 8 172.626 
of this chapter may be used in a quantity 
not in excess of 0.833 percent by weight 
of the milk solids-not-fat used. 


Mill 

€ii> When the Ingredient carrageenan 
or the salts of carrageenan specified in 
paragraph (a) (1X1) of this section is 
used, the label shall bear the statement. 
"Carrageenan added" or "Salts or car¬ 
rageenan added" or the statement "With 
added carrageenan" or "With added salts 
of carrageenan", in the manner further 
prescribed by 8 139.110(f) (4). 

<3> None of the optional ingredients 
permitted by 8 139.110(a) (1). <2>, and 
(5) aroused. 

(3 1 Each such food contains in each 
pound not less than 4 milligrams and not 
more than 5 milligrams of thiamine, not 
less than 1.7 milligrams and not more 
tlian 2.2 milligrams of riboflavin, not le^s 
than 27 milligrams and not more than 34 
milligrams of niacin or niacinamide, and 
not less than 13 milligrams and not more 
than 16.5 milligrams of iron (Fe). These 
substances may be added through direct 
addition or wholly or in part through the 
use of dried yeast, dried torula yeast, 
partly defatted wheat germ tas provided 
for In paragraph (a) (4) of this section), 
enriched farina, or enriched flour. They 
may be added in a harmless carrier, such 
carrier being used only in the quantity 
reasonably necessary to effect an inti¬ 
mate and uniform distribution of sqch 
substances in the finished food. Iron may 
be added only in a form that is harmless 
and assimilable. 

(4) Each such food may also contain 
as an optional Ingredient partly defatted 
wheat germ, but the amount thereof does 
not exceed 5 percent by weight of the 
finished food. 

(b) The name of each food for which 
a definition and standard of identity is 
prescribed by thLs section is "Enriched 
macaroni product made with nonfat 
milk" or, alternatively, the name is "En¬ 
riched macaroni made with nonfat 
milk". "Enriched spaghetti made with 
nonfat milk", or "Enriched vermicelli 
made with nonfat milk," as the case may 
be when the units of the food conform to 
the specifications of shape and size pre¬ 
scribed by 8 139.110 <b>. <c). or (d). re¬ 
spectively. 

§ 139.125 Vegetable macaroni product*. 

(a) Vegetable macaroni products are 
the cIom of food each of which con¬ 
forms to the definition and standard of 
identity, and is subject to the require¬ 
ments for label statement of optional 
ingredients, prescribed for macaroni 
products by 8 139.110 (a) and (f) <2> and 
(3). except that: 

(1) Tomato (of any red variety), arti¬ 
choke, beet, carrot, parsley, or spinach 
is added in such quantity that the solids 
thereof is not less than 3 percent by 
weight of the finished vegetable maca¬ 
roni product (the vegetable used may be 
fresh, canned, dried, or in the form of 
puree or paste); and 

(2) None of the optional ingredients 
permitted by 8 139.110(a) <1) and (2) is 
used. When the optional ingredient gum 
gluten (8 139.110(a)(5)) is added, the 
quantity is such that the protein derived 
therefrom, together with the protein de- 
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rived from the semolina, durum flour, 
farina, flour or any combination of thcee 
used, docs not exceed 13 percent of the 
weight of the finished food. 

tb> Vegetable macaroni la the vege¬ 
table macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for macaroni 
by } 139.110(b), 

(c) Vegetable spaghetti Is the vege¬ 
table macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for spaghetti 
by l 139.110(0. 

<d> Vegetable vermicelli is the vege¬ 
table macaroni product, the unite of 
which conform to the specifications of 
shape and size prescribed for vermicelli 
by ft 139.110(d). 

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section Is ”_mac¬ 

aroni product”, the blank being filled in 
with the name whereby the vegetable 
used is designated In paragraph (a) of 
this section; or alternatively, the name is 

••_macaroni”, “_spaghetti”, 

or “__vermicelli”, as the cose may 

be. when the units of the food comply 
with the requirements of paragraph (b>. 
(c), or (d). respectively, the blank in 
each Instance being filled in with the 
mime whereby the vegetable used is des¬ 
ignated in paragraph (a) of this section. 

5 139.135 F.nrlrhcd vegetable m*r*roni 
products, 

(a> Each of the macaroni products 
for which a definition and standard of 
identity is prescribed by this section con¬ 
forms to the definition and standard of 
identity and is subject to the require¬ 
ments for label statement of optional 
Ingredients prescribed for macaroni 
products by ft 139.110 (a> and <f), and in 
addition is enriched to meet the require¬ 
ments prescribed for enriched macaroni 
products by ft 139.115 and contains a veg¬ 
etable Ingredient in compliance with the 
requirements prescribed for vegetable 
macaroni products by ft 139.125. 

(b) The name of each food for which 
a definition and standard of identity Is 
prescribed by this section is “Enriched 
_macaroni product”, or. alter¬ 
natively. the name is “Enriched- 

macaroni ". “Enriched-spa¬ 
ghetti”, or “Enriched_vermi¬ 

celli”, when the unite comply with the 
shape and size requirements prescribed 
for macaroni, spaghetti, or vermicelli in 
ft 139.110 (b), (c>. or (d). The blank in 
each instance Is filled in with the name 
of the vegetable used, as specified in 
ft 139.125(a). For example, the name of 
an enriched macaroni product containing 
the prescribed amount of spinach and 
made In units not conforming In shape 
and size to the requirements for maca¬ 
roni. spaghetti, or vermicelli is “En¬ 
riched spinach macaroni product”. 

5 ^39.133 Whole wheat macaroni prod, 
uefts. 

(a) Whole wheat macaroni products 
are the class of food each of which con¬ 
forms to the definition and standard of 
identity, and is subject to the require¬ 
ments for label statement of optional 


ingredients, prescribed for macaroni 
products by ft 139.110 (a) and (f> (2) 
and (3). except that: 

(1) Whole wheat flour or whole durum 
wheat flour or both are used as the sole 
wheat Ingredient; and 

(2) None of the optional ingredients 
permitted by ft 139.110 (a) (1), <2>, and 
(5) Is used. 

<b> Whole wheat macaroni is the 
whole wheat macaroni product the units 
of which conform to the specifications of 
shape and size prescribed for macaroni 
by | 139.110(b). 

(c) Whole wheat spaghetti is the 
whole wheat macaroni product the unite 
of which conform to the specifications of 
shape and size prescribed for spaghetti 
by ft 139.110(0. 

(d) Whole wheat vermicelli Is the 
whole wheat macaroni product the unite 
of which conform to the specifications 
of shape and size prescribed for vermi¬ 
celli by 5139.110(d). 

<e) The name of each food for which 
a definition and standard of identity Is 
prescribed by this section is “Whole 
wheat macaroni product”; or alterna¬ 
tively, the name Ls “Whole wheat maca¬ 
roni”, “Whole wheat spaghetti”, or 
“Whole wheat vermicelli”, as the case 
may be. when the units of the food com¬ 
ply with the requirements of paragraph 

(b). (c>, or (d>. respectively, of this 
section. 

§ 139.140 W1ie«t ami *ot nuiraruiti 

product*. 

(a) Wheat and soy macaroni prod¬ 
ucts are the class of food each of which 
conforms to the definition and standard 
of Identity, and is subject to the require¬ 
ments for label statement of optional in¬ 
gredients. prescribed for macaroni prod¬ 
ucts by ft 139.110 (a; and (f> (2) and 

(3). except that: 

(1) Soy flour Is added in a quantity 
not less than 12.5 percent of the com¬ 
bined weight of the wheat and soy in¬ 
gredients used (the soy flour used Is 
made from heat-processed, dehulled soy¬ 
beans. with or without the removal of 
fat therefrom); and 

(2) None of the optional Ingredients 
permitted by ft 139.110(a) (1) and (2) is 
used. When the optional ingredient gum 
gluten (ft 139.110(a)(5)) is added, the 
quantity Is such that the protein derived 
therefrom, together with the protein de¬ 
rived from semolina, durum flour, farina, 
flour or any combination of these used, 
does not exceed 13 percent of the weight 
of the finished food. 

(b) Wheat and aoy macaroni Is the 
wheat and soy macaroni product the 
unite of which conform to the specifica¬ 
tions of shape and size prescribed for 
macaroni by ft 139.110(b). 

(c) Wheat and soy spaghetti Is the 
wheat and soy macaroni product the 
units of which conform to the specifica¬ 
tions of shape and size prescribed for 
spaghetti by 8 139.110(c). 

(d) Wheat and soy vermicelli Is the 
wheat and soy macaroni product the 
units of which conform to the specifica¬ 
tions of shape and size prescribed for 
vermicelli by ft 139.110(d). 

(e) The name of each food for which 
a definition and standard of Identity Is 


prescribed by tills section Is “Wheat and 
soy macaroni product”, “Wheat and soy¬ 
bean macaroni product”. ”____ 

and soy macaroni product”, or _ 

and soybean macaroni product*, the 
blank In each instance being filled in 
with the name whereby the wheat in¬ 
gredient used is designated in ft 139.110 
(a); or alternatively, the name is 
“Wheat and soy macaroni”. “Wheat and 

soybean macaroni”. M _and soy 

macaroni”, or ”.and soybean mac¬ 

aroni” when the units of the food com¬ 
ply with the requirements of paragraph 
<b> of this section; or “Wheat and soy 
spaghetti”. “Wheat and soybean spa¬ 
ghetti”. "-and soy spaghetti”, or 

M -and soybean spaghetti” when 

such unite comply with the require¬ 
ment* of paragraph (c) of this section, 
or “Wheat and soy vermicelli”, “Wheat 

and soybean vermicelli”, “_and 

soy vermicelli”, or “_and soybean 

vermicelli” when such unite comply with 
the requirements of paragraph (d) of 
this section, the blank In each Instance 
being filled In with the name whereby 
the wheat ingredient used Is designated 
in ft 139.110(a). 

§ 139.150 Noodle produrl*. 

(a) Noodle products are the class of 
food each of which Is prepared by drying 
formed unite of dough made from semo¬ 
lina. durum flour, farina, flour, or any 
combination of two or more of these, 
with liquid eggs, frozen eggs, dried eggs, 
egg yolks, frozen yolks, dried yolks, or any 
combination of two or more of these, 
with or without water and with or with¬ 
out one or more of the optional ingredi¬ 
ents specified in paragraph (a) (1) to 

(4) of this section inclusive: 

(1) Onions, celery, garlic, bay leaf, or 
any two or more of these, in a quantity 
which seasons the food. 

(2) Salt. In a quantity which seasons 
the food. 

(3) Gum gluten, in such quantity that 
the protein derived therefrom, together 
with the protein derived from semolina, 
durum flour, farina, flour or any combi¬ 
nation of these used, does not exceed 13 
percent of the weight of the finished 
Tood. 

<4> Concentrated glyceryl monostea¬ 
rate (containing not less than 90 percent 
monoester) in a quantity not exceeding 
2 percent by weight of the finished food. 
The finished noodle product contains 
not leas than 87 percent of total solids 
as determined by the method prescribed 
In “Official and Tentative Methods of 
Analysis of the Association of Official 
Agricultural Chemists.” Fifth Edition. 
1940, page 235 fEd. note. 10th edition. 
1965. p. 209, sec. 13.1151, under “Vacuum 
Oven Method—Official.” The total solids 
of noodle products contains not less than 
5.5 percent by weight of the solids of 
egg. or egg yolk. 

(b) Noodles, egg noodles, is the noodle 
product the unite of which are ribbon¬ 
shaped. 

(c) Egg macaroni is the noodle prod¬ 
uct the unite of which are tube-shaped 
and more than 0.11 Inch but not more 
than 0.27 Inch In diameter. 
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<d> Egg spaghetti is the noodle prod¬ 
uct the units of which are tube-shaped 
ur cord-shaped (not tubular) and more 
than 0.06 Inch but not more than 0.11 
inch in diameter. 

(e> Egg vermicelli Is the noodle prod¬ 
uct ihe units of which are cord-shaped 
< not tubular) and not more than 0.06 
inch In diameter. 

<f) The name of each food for which 
a definition and standard of identity is 
prescribed by this section Is "Noodle 
product'* or "Egg noodle product**; or 
alternatively. the name Is "Noodles'* or 
Egg noodles", "Egg macaroni". "Egg 
spaghetti”, or "Egg vermicelli", as the 
case may be, when the units of the food 
are of the shapes and sizes specified in 
paragraph <b), <c). (d>. or (e). respec¬ 
tively, of this section. 

(g) (1) When any ingredient specified 
in paragraph (a)(1) of this section is 
used, the label of the noodle product 
shall bear the statement "Seasoned with 

__the blank being filled In 

with the common name of the Ingredi¬ 
ent; or in the case of bay leaves, the 
statement "Spiced", "Spice added", or 

Spiced with bay leaves". 

(2) When the Ingredient specified In 
paragraph (a) ( 4 ) of this section is used, 
the label shall bear the statement "Olyc- 
eryl monostearate added" or the state¬ 
ment "With added glyceryl monostea¬ 
rate". 

(h) Wherever the name of the food 
appears on such label so conspicu¬ 
ously as to be easily seen under custom¬ 
ary conditions of purchase, the words 
and statements prescribed in this sec¬ 
tion. showing the Ingredients used shall 
Immediately and conspicuously precede 
or follow, or in part precede and in part 
follow, such name without intervening 
written, printed, or other graphic matter. 

§ 159.155 Enrirlicil noodlr product*. 

(a) Enriched noodle products are the 
class of food each of which conforms 
to the definition and standard of iden¬ 
tity, and Is subject to the requirements 
for label statement of optional ingredi¬ 
ents. prescribed for noodle products by 
! 130.150 (a) and (g>. except that: 

(1) Each such food contains In each 
pound not less than 4 mg. and not more 
than 5 mg. of thiamine, not less than 1.7 
mg. and not more than 22 mg. of ribo¬ 
flavin. not less than 27 mg. and not more 
than 34 mg. of niacin or niacinamide, 
and not less than 13 mg. and not more 
than 16.5 mg. of Iron (Pc); 

(2> Each such food may also contain 
as an optional Ingredient added vitamin 
D tn such quantity that each pound of 
the finished food contains not less than 
250 U.8.P. units and not more than 1000 
U 8 p. unite of vitamin D; 

(3) Each such food may also contain 
as an optional ingredient added calcium 
in such quantity that each pound of the 
finished food contains not less than 500 
*ng. and not more than 625 mg. of cal¬ 
cium <Ca); 

( 4 ) Each such food may also contain 
M an optional Ingredient partly defatted 
wheat germ, but the amount thereof does 


not exceed 5 percent of the weight of the 
finished food; 

(5) Each such food may be supplied, 
wholly or in part, with the prescribed 
quantity of any substance referred to in 
paragraphs (a) (1). (2). and (3) of this 
section through the use of dried yeast, 
dried torula yeast, partly defatted wheat 
germ, enriched farina, or enriched flour, 
or through the direct additions of any of 
the substances prescribed in paragraphs 

(a) (1), (2), and (3> of this section. 

Iron and calcium may be added only 
In forms which are harmless and assim¬ 
ilable. The substances referred to In 
paragraph (a) (1) and (2) of this sec¬ 
tion may be added In a harmless car¬ 
rier which docs not Impair the enriched 
noodle product, such carrier being used 
only in the quantity reasonably neces¬ 
sary to effect an Intimate and uniform 
distribution of such substances in the 
finished enriched noodle product. 

(b) Enriched noodles, enriched egg 
noodles are the enriched noodle products 
the units of which conform to the speci¬ 
fications of shape and size prescribed for 
noodles in f 139.150(b). 

(O Enriched egg macaroni is the en¬ 
riched noodle product the unite of which 
conform to the specifications of shape 
and size prescribed for egg macaroni in 
5 139.150 (C). 

(d) Enriched egg spaghetti is the en¬ 
riched noodle product the unite of which 
conform to the specifications of shape 
and size prescribed for egg spaghetti to 
I 139.150 (d). 

(e) Enriched egg vermicelli is the en¬ 
riched noodle product the unite of which 
conform to the specifications of shape 
and size prescribed for egg vermicelli in 
* 139.150(e). 

(f) The name of each food for which 
a definition and standard of identity is 
prescribed by this section Is "Enriched 
noodle product** or "Enriched egg 
noodle product’*; or alternatively, the 
name is "Enriched noodles**, or ‘En¬ 
riched egg noodles". "Enriched egg 
macaroni *. "Enriched egg spaghetti", or 
"Enriched egg vermicelli", as the case 
may be. when the units of the food com¬ 
ply with the requirements of paragraph 

(b) . <c). (d). or (e> respectively of this 
section. 

§ 139,160 Ycgctiilili* ihmhJIc product*. 

(a) Vegetable noodle products are the 
class of food each of which conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredi¬ 
ents, prescribed for noodle products by 
1 139.150 (a) and (g), except that to¬ 
mato (of any red variety), artichoke, 
beet, carrot, parsley, or spinach is added 
in such quantity that the solids thereof 
is not less than 3 percent by weight of 
the finished vegetable noodle product 
(the vegetable used may be fresh, can¬ 
ned, dried, or In the form of puree or 
paste). 

(b) Vegetable noodles, vegetable egg 
noodles. Is the vegetable noodle product 
the units of which are ribbon-shaped. 
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(c> Vegetable egg macaroni Is the veg¬ 
etable noodle product the unite of which 
conform to the specifications of shape 
and size pretcribed for egg macaroni by 
f 139.150 <c). 

<d> Vegetable egg spaghetti is the veg¬ 
etable noodle product the unite of which 
conform to the specifications of shape 
and size prescribed for egg spaghetti by 
I 139.150 (d). 

<e) Vegetable egg vermicelli is the 
vegetable noodle product the unite of 
which conform to the specifications of 
shape and size prescribed for egg vermi¬ 
celli by } 139.150 <e>. 

(f) The name of each food for which 
a definition and standard of identity is 

prescribed by this section Is "_ 

noodle product" or **..«._egg noodle 

product", the blank being filled In with 
the name whereby the vegetable used Is 
designated In paragraph (a) of this sec¬ 
tion; or alternatively, the name Is m _ 

noodles" or **_ egg noodles**, 

*•-egg macaroni". "_..egg 

spaghetti", or **.egg vermicelli". 

as the case may be. when the units of the 
food comply with the requirements of 
paragraph (b). <c>. <d>, or (e) of this 
section, respectively, the blank in each 
Instance being filled in with the name 
whereby the vegetable Is designated in 
paragraph (a) of this section. 

§ 139.165 Enrirlird vrprlaltlr noodle 

product*. 

(a) Each of the noodle products for 
which a definition and standard of Iden¬ 
tity is prescribed by this section con¬ 
forms to the definition and standard of 
identity and is subject to the require¬ 
ments for label declaration of optional 
ingredients prescribed for noodle prod¬ 
ucts by 1 139.150 (a), (g). and <h). 
and In addition is enriched to meet the 
requirements prescribed for enriched 
noodle products by 9 139.155 and, except 
as hereinafter provided, contains a 
vegetable ingredient in compliance with 
the requirements prescribed for vege¬ 
table noodle products by S 139.160. Car¬ 
rots. because they are apt to impart an 
egg-yolk color, are not used in enriched 
vegetable noodle products. 

(b) The name of each food for which 
a definition and standard of identity is 
prescribed by this section Is Enriched 

-noodle product". "Enriched 

..egg noodle product", or. al¬ 
ternatively, the name is "Enriched 

- noodles", or "Enriched 

.. egg noodles", "Enriched 

-- egg macaroni". Enriched 

..©gg spaghetti", or "Enriched 

.. egg vermicelli *, when the 

units comply with the size and shape re¬ 
quirements for noodles, macaroni, spa¬ 
ghetti. or vermicelli In 8 139.150 <b), <c>. 
(d). or <e>. The blank in each instance 
is filled in with the name of the vegeta¬ 
ble used, as specified in 5 139.160(a). 

5 I39.IR0 When* ami *oj noodle prod¬ 
uct*. 

(a* Wheat and soy noodle products 
are the class of food each of which con¬ 
forms to the definition and standard of 
identity, and is subject to the require-. 
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mente for label statement of optional 
Ingredients, prescribed for noodle prod¬ 
ucts by ft 139.150 <&) and (g). except that 
soy flour is added In a quantity not less 
than 12.5 percent of the combined weight 
of the wheat and soy ingredients used 
(the soy flour used is made from heat- 
processed. dchulled soybeans, with or 
without the removal of fat therefrom). 

<b> Wheat and soy noodles, wheat and 
soy egg noodles, is the wheat and soy 
noodle product the units of which are 
ribbon-shaped. 

(c> Wheat and soy egg macaroni is 
the wheat and soy noodle product the 
units of which conform to the specifica¬ 
tions of shape and size prescribed for 
egg macaroni by ft 139.150 (C). 

id) Wheat and soy egg spaghetti is 
the wheat and soy noodle product the 
units of which conform to the specifica¬ 
tions of shape and size prescribed for egg 
spaghetti by ft 139.150 <d). 

(e) Wheat and soy egg vermicelli is 
the wheat and soy noodle product the 
units of which conform to the specifica¬ 
tions of shape and size prescribed for 
egg vermicelli by ft 139.150 (e). 

(f) The name of each food for which 

a definition and standard of identity is 
prescribed by this section is “Wheat and 
soy noodle product*', “Wheat and soy 
egg noodle product". “Wheat and soy¬ 
bean noodle product ’, “Wheat and soy¬ 
bean egg noodle product”. “-and 

soy noodle product", "-and soy 

egg noodle product". "-- and soy¬ 
bean noodle product", or 44 -- and 

soybean egg noodle product", the blank 
in each Instance being filled in with the 
name whereby the wheat Ingredient used 
is designated in ft 139.150(a): or alter¬ 
natively. the name is “Wheat and soy 
noodles", “Wheat and soy egg noodles". 
•‘Wheat and soybean noodles". “Wheat 

and soybean egg noodles". 44 -and 

soy noodles", 44 - and soy egg 

noodles’ 4 , "_and soybean noodles 44 . 

or 44 _i- and soybean egg noodles" 

when the units of the food comply with 
the requirements of paragraph <b) of 
this section; or “Wheat and soy egg 
macaroni". “Wheat and soybean egg 
macaroni", "_and soy egg maca¬ 
roni", or “_and soybean egg maca¬ 

roni" when such units comply with the 
requirements of paragraph (c) of this 
section; or “Wheat and soy egg spa¬ 
ghetti", "Wheat and soybean egg spa¬ 
ghetti". M _and soy egg spaghetti". 

or M __and soybean egg spaghetti" 

when such units comply with the re¬ 
quirements of paragraph fd) of this sec¬ 
tion; or “Wheat and soy egg vermicelli". 
"Wheat and soybean egg vermicelli". 

• 4 _ and soy egg vermicelli", or 

•*_ and soybean egg vermicelli". 

when such units comply with the re¬ 
quirements of paragraph <e) of this sec¬ 
tion. the blank in each instance being 
filled in with the name whereby the 
wheat ingredient used is designated in 
8 139.150(a). _ 

PART 145 —CANNED FRUITS 

Subp«rt A—General Provltlon* 

See 

2463 Definitions. 


Subparl B—Requirements for Speclfie 
Standardized Conned Fruit* 

Sec. 

146.110 Conned applesauce. 

146.115 Canned apricot* 

146.116 Artificially sweetened canned apri¬ 

cots. 

145.118 Conned apricots with rum 
145.120 Canned berries. 

145.125 Canned cherries. 

145.126 Artificially sweetened canned cher¬ 

ries. 

145.12B Canned cherries with nun. 

145.130 Canned figs. 

146.131 Artificially sweetened canned figs. 
145.134 'Canned preserved figs. 

145 136 Canned fruit cork tail. 

145.136 Artificially sweetened canned fruit 
cocktaU. 

145.140 Canned seedless grapes. 

145.145 Canned grapefruit 

145.170 Canned peaches. 

145.171 Artificially sweetened conned 

pooches. 

145.173 Conned peaches with rum. 

145.175 Conned pears. 

145.176 Artificially sweetened canned pears. 
146.178 Canned pears with rum 

145.180 Canned pineapple. 

145.181 Artificially sweetened canned pine¬ 

apple. 

145.185 Canned plums. 

145.100 Canned prunes. 

Avriioarrr: Secs. 401, 701. 52 8tat- 1040 as 
amended. 1055-1050 os amended <21 U.8.C. 
341* 371) unless otherwise noted 

Subpart A—General Provisions 

§ 115.3 Definition-. 

For the purposes of this part: 

(a) The term "com sirup 44 means a 
clarified, concentrated aqueous solution 
of the products obtained by the incom¬ 
plete hydrolysis of cornstarch, and in¬ 
cludes dried com sirup. The solids of 
com sirup and of dried com sirup con¬ 
tain not less than 40 percent by weight 
of reducing sugars calculated as anhy¬ 
drous dextrose. 

(b) The term "dextrose" means the 
hydrated or anhydrous, refined mono¬ 
saccharide obtained from hydrolyzed 
starch. 

(c) The term "dried glucose sirup" 
means the product obtained by drying 
“glucose sirup." 

(d) The term "glucose sirup 4 * means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom¬ 
plete hydrolysis of any edible starch. 
The solids of glucose sirup contain not 
less thou 40 percent by weight of reduc¬ 
ing sugars calculated as anhydrous 
dextrose. 

(c) The term "invert sugar sirup" 
means an aqueous solution of inverted or 
partly inverted, refined or partly refined 
sucrose, the solids of which contain not 
more thAn 0.3 percent by weight of ash, 
and which is colorless, odorless, and fla¬ 
vorless. except for sweetness. 

<X) The term "sugar" means refilled 
sucrose. 

(g) The terms "edible organic acid" 
and "edible organic salt" refer to any 
edible organic acid and any edible or¬ 
ganic salt added for the purpose of flavor 
enhancement that either is not a food 
additive as defined in section 201 (s) of 
the Federal Food, Drug, and Cosmetic 
Act or, IX it is a food additive as so de¬ 
fined. is used in conformity with regula¬ 


tions established pursuant to section 409 
of the act. 

(h) The term "water" means, in addi¬ 
tion to water, any mixture of water and 
fruit juice in which the fruit Juice (s) 
is less than 50 percent of such mixture, 
including any water contributed by the 
use of liquid nutritive carbohydrate 
sw’ccteners. 

<i) The term "fruit Juicc<s) and 
water" means any mixture of fruit Juice 
as herein defined and water. Including 
any water contributed by the use of liq¬ 
uid nutritive carbohydrate sweeteners 
in which the fruit juice(s) is 50 percent, 
or more, of such mixture except that 
water used in preparing equivalent single 
strength Julce(s) from concentrates* 
shall not be considered to be a mixture 
of fruit Juice and water. 

(J) The term "fruit Juice<s>" means 
single strength expressed juice*s) of 
sound, mature fruit(s). It may be fresh, 
frozen, canned, or made from concen¬ 
trators). However, if it is made from 
concentrated), the Juiced) shall be re¬ 
constituted with water to not less than 
the soluble solids that such fruit Juice 
had before concentration. Fruit juices) 
may be used singly or in combination. 
IX a fruit juice(s> is used which Is reg¬ 
ulated by a standard of identity of this 
chapter, it shall conform to the composi¬ 
tional requirements prescribed by such 
.standard prior to the addition of any 
sweetener which may be used. 

(k) The term "clarified Juice" means 
the liquid expressed wholly or in part 
from fruit peelings, fruit shells, fruit 
cores, or from the fruit flesh or parts 
thereof, which is clarified and may be 
further refined or concentrated. 

tl) The term "solid pack" mean* the 
product contains practically all fruit 
with only the very little free flowing 
liquid that Is expressed from the fruit 
and to which no packing media have 
been added. 

On) The procedure for determining 
the densities of the packing media means 
the following: The density of the pack¬ 
ing medium, when measured 15 days or 
more after packing, or the density of 
the blended homogenized slurry of the 
comminuted entire contents of the con¬ 
tainer, when measured less than 15 day* 
after canning, is determined according 
to “Official Method of Analysis of the 
Association of Official Analytical Chem¬ 
ists". 11th Ed.. 1970. p. 526, section 31.011 
(Solids) "By Means of the Refractom- 
eter—Official. Final Action" (and 47.012 
and 47.015)* with result expressed as per¬ 
cent by weight of sucrose (degrees Brix' 
with correction for temperature to the 
equivalent at 20" C, but without correc¬ 
tion for invert sugar or other substance*. 

(n) The procedure for determining 
drained weight is as follows: Tilt the 
opened container so as to distribute the 
contents evenly over-the meshes of a 
circular sieve which has previously been 
weighed. The diameter of the sieve is 
20.3 centimeters (8 inches) iX the quan¬ 
tity of contents of the container is less 
than 1.4 kilograms (3 pounds) and 30.5 
centimeters (12 inches) if such quantity 
is 1.4 kilograms (3 pounds) or more. The 
bottom of the sieve is woven-wire cloth 
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which complies with the specifications 
lor the No. 8 sieve set forth in the "Defi¬ 
nitions of Terms and Explanatory 
Notes/* p. xvUL of the "Official Methods 
of Analysis of the Association of Official 
Analytical Chemists/* 11th Ed . 1870/ 
Carefully invert by hand all fruits having 
cups or cavltiea if they fall on the sieve 
with cups or cavities up. Cups or cavities 
in soft products may be drained by tilting 
sieve. Without further shifting the ma¬ 
terial on the sieve, incline the sieve at an 
angle of 17* to 20* to facilitate drainage. 
Two minutes after the drainage begins, 
weigh the sieve and drained fruit The 
weight so found, less the weight of the 
sieve, shall be considered to be the weight 
of the drained fruit 
(o) Compliance means the following: 
Unless otherwise provided in a standard, 
a lot of canned fruits shall be deemed 
in i ornpliance for the following factors, 
to be determined by the sampling and 
acceptance procedure as provided in par¬ 
agraph (p) of this section, namely: 

<l) Packing medium density. A lot 
shall be deemed to be in compliance for 
packing medium density based on the 
average sucrose value for all samples 
analyzed according to the sampling 
plans, but no container may have a su¬ 
crose value lower than that of the next 
lower category or 2 percent by weight 
sucrose (degrees Brlx> lower If no lower 
category'CXiste. 

(2) Quality. The quality of a lot shall 
bo considered acceptable when the num¬ 
ber of defectives does not exceed the ac¬ 
ceptance number in the sampling plans. 

<3) Fill of container. A lot shall be 
deemed to be In compliance for fill of 
container i packing medium and fruit 
ingredient) when the number of defec¬ 
tives docs not exceed the acceptance 
number (c) In the sampling plans. 

(4> Drained weight. A lot shall be 
deemed to be in compliance tor drained 
weight based on the average value of all 
wimples analyzed according to the sam¬ 
pling plans. The sample unit shall be 
the entire contents of the container. 

(p> The sampling and acceptance pro¬ 
cedure means the following: 

(1) Definitions —(1) Lot. A collection 
of primary containers or units of the 
same 5Ire. type, and style manufactured 
or packed under similar conditions and 
handled as a single unit of trade. 

fill Lot size. The number of primary 
containers or units In the lot. 

till) Sample size. The total number of 
sample units drawn tor examination 
from a lot. 

<iv) Sample unit. A container, a por¬ 
tion of the contents of a container, or a 
composite mixture of product from small 
containers that is sufficient for the ex¬ 
amination or testing as a single untt. 

(v) Defective. Any sample unit shall 
he regarded as defective when the sam¬ 
ple unit does not meet the criteria set 
forth in the standards. 

fvi) Acceptance number (c). The 
maximum number of defective sample 
units permitted in the sample In order to 
consider the lot as meeting the speci¬ 
fied requirements. 

<vil> Acceptable quality level (AQL >. 
The maximum percent of defective sam¬ 


ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time. 

(2) Sampling plans: 


Lot iim (primary Bu« of eoatolnor 

onciiAiniW) 


St w«4f ht eqtMU to or km Uioa 
l k* ai lb) 



• 

« 

4.W0_ 

IS 

3 

MQI loHfiOO.. 

n 

S 

34,001 to «H,ono_ 

Jm <Vi» Cl lYci 


4 


SiM to 14M90_. M 

■ 

• 

144.001 to 240,000. 

L» 

13 

Over2to,«»V ... 

2U0 

19 


Not weight graiior tftoa l U 

CM lb) but not roan th«a 
45 kf 00 lb) 



• 

€ 

2,400 ortou... 

12 

3 

2,401 to 15,000. __ 

21 

2 

15,001 to 24,000_ 

22 

4 

24,001 to <3,000. ___ _ 

4R 

9 

42.001 to 72.000_ 

M 

i 

73.001 to 130.000_ 

12S 

13 

Ortr fXviJOO_ 

200 

M 


St might molar than U kg 
(10 lb) 



• 

t , 

OOOarlMi... 

IS 

t 

on to 2.000 .. 

21 

S 

2.001 to 7J00_ 

7.201 to li/oOO_ 

15.001 to 24.000._._ 

m 

4 

«t 

• 

M 

• 

24.001 to 42,000_ 

125 

g 

Orrr 42,000_ 

200 

19 


i-nomW of primary cootainm la aampl*. 
c •« acceptance number. 

Subport B—Requirements for Specific 
Standardized Canned Fruits 

§ 115.110 (jmnrd applr«aurr. 

(a) Identity —(1) Definition. Canned 
applesauce is the food prepared from 
comminuted or chopped apples lAJalus 
domes ticQ Borkhausen). which may or 
may not be peeled and cored, and which 
may have added thereto one or more 
of the optional ingredients specified in 
paragraph <a)<2> of this section. The 
apple ingredient Is heated and, in ac¬ 
cordance with good manufacturing prac¬ 
tices, bruised apple particles, peel, seed, 
core material, carpel tissue, and other 
coarse, hard, or extraneous materials are 
removed. The food is sealed in containers. 
It is so processd by heat, either before 
or after sealing, as to prevent spoilage. 
The soluble solids content, measured by 
ref lactometer and expressed as percent 
sucrose (degrees Brix) with correction 
for temperature to the equivalent at 
20 s C (68* F>. is not less than 9 percent 
(exclusive of the solids of any added 
optional nutritive carbohydrate sweet¬ 
eners) as determined by the method 
prescribed In “Official Methods of Anal¬ 
ysis of the Association of Official Analyt¬ 
ical Chemists/* 11th Edition. 1970. page 
371, 5 22.019. "Soluble Solids (By Rc- 
fractometer> In Fresh and Canned 
Fruits, Jams. Marmalades, and Pre¬ 
serves—Official First Action" • without 


r Copies may ba obtained from: AaaocUtton 
of Official Analytical Chemists, P.O. Box 640. 
Benjamin Pranklln Station, Washington. D C 
20044 


correction for water-insoluble solids, 
invert sugar, or other substances. 

(2) Optional ingredients. The follow¬ 
ing safe and suitable optional ingre¬ 
dients may be used: 

(1) Water. 

(ii> Apple julCC. 

<Ui) Salt. 

(iv) Any organic acid added for the 
purpose of acidification. (Organic acids 
generally recognized as having a pre¬ 
servative effect are not permitted In 
applesauce except as provided for in 
paragraph (a)(2) (vlii) of this section.) 

(?) Nutritive carbohydrate sweeteners. 

(vi) Spices. 

(vil) Natural and artificial flavoring 

(vlii) Either of the following: 

(a) Erythorbic acid or ascorbic add 
as an antioxidant preservative in an 
amount not to exceed 150 parts per mil¬ 
lion: or 

(b> Ascorbic acid (vitamin C) In a 
quantity such that the total vitamin C 
In each 113 g (4 ounces) by weight of the 
finished food amounts to 60 mg. This 
requirement will be deemed to have been 
met If a reasonable overage of the vita¬ 
min, within limits of good manufactur¬ 
ing practice, is present to Insure that the 
required level Is maintained throughout 
the expected shelf life of the food under 
customary conditions of distribution. 

(ix) Color additives In such quantity 
as to distinctly characterize the food 
unless such addition conceals damage or 
inferiority or makes the finished food 
appear better or of greater value than 
It is. 

(3) Nomenclature. The name of the 
food is "applesauce". The name of the 
food shall include a declaration indicat¬ 
ing the presence of any flavoring that 
characterizes the product as specified In 
1101.22 of this chapter and a declara¬ 
tion of any spice that characterizes the 
product. If a nutritive sweetener as pro¬ 
vided for in paragraph (a) (2) (v) of 
this section is added and the soluble 
solids content of the finished food is 
not less than 16.5 percent as determined 
by the method referred to In paragraph 
(a)(1) of this section, the name may 
include the word "sweetened". If no such 
sweetener is added, the name may in¬ 
clude the word "unsweetened,** 

(4) Label declaration . Each of the op¬ 
tional ingredients shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter. 
However, when ascorbic acid (vitamin C> 
is added as provided for in paragraph 

(a) (2) (vili) <b> of this section, after the 
application of heat to the apples, pre¬ 
servative labeling requirements do not 
apply. 

(b> (Reserved) 

<c> Fill of container —(1) The stand¬ 
ard of fill of container for canned apple¬ 
sauce is a fill of not less than 90 percent 
of the total capacity of the container, as 
determined by the general method for 
fill of containers prescribed In fi 130.12 

(b) of this chapter; except that in the 
case of glass containers having a total 
capacity of 192 ml <6Ai fluid ounces) or 
less, the fill is not less than 85 percent 

(2) Sampling and acceptance proce¬ 
dure: A lot will be deemed to fall below 
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the standard of fill when the number of 
“defectives” exceeds the acceptance 
number “c" in the sampling plans pre¬ 
scribed in paragraph (c)(2) til) of this 
section. 

<i) Definitions of terms to be used in 
the sampling plans in paragraph (c)(2) 
<ii) of this section are as follows: 

<a> Lot. A collection of primary con¬ 
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a 
single unit of trade. 

<b> Lot size. The number of primary 
containers or units in the lot. 

(c> Sample size "ft." The total number 
of sample unite drawn for examination 
from a lot as indicated in paragraph (c) 
<2) (ii> of this section. 

id) Sample unit. A container, the en¬ 
tire contents of a container, a portion of 
the contents of a container, or a com¬ 
posite mixture of product from small 
containers that is sufficient for examina¬ 
tion or testing as a single unit. 

<e) Defective. A container that falls 
below the requirement for minimum fill 
prescribed in paragraph <cMl> of this 
section is considered a “defective." 

if) Acceptable number “c* The max¬ 
imum number of defective sample units 
permitted in the sample in order to con¬ 
sider the lot els meeting the specified 
requirements. 

ig) Acceptable quality level iAQL >. 
The maximum percent of defective sam¬ 
ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time. 

<ii> Sampling and acceptance: 

Acceptable quality level (AQL) €..» 


Lot wit+ < primary 8l*r of root aim* 

container«' 


NVt w right equal to or hm 
than I kf LJ/J lb) 


n t 


(3) If canned applesauce falls below 
the standard of fill of container pre¬ 
scribed in paragraph (c)(1) of this sec¬ 
tion, the label shall bear the general 
statement of substandard fill specified in 
§ 130.14 <b> of tills chapter, in the man¬ 
ner and form therein specified. 

§1-15.115 ('untied aprirot*. 

(a) Identity —(1) ingredients. Canned 
apricots is the food prepared from ma¬ 
ture apricots of one of the optional styles 
specified in paragraph (a) (2) of this sec¬ 
tion. which may be packed as solid pack 
or in one of the optional packing media 
specified in paragraph (a)(3) of this 
section. Such food may also contam one. 
or any combination of two or more of 
the following safe and suitable optional 
ingredients: 

<!> Natural and artificial flavors. 

(ii> Spice. 

till) Vinegar, lemon Juice, or organic 
acids. 

<iv> Apricot pits, except in the cases 
of unpeeled whole apricots and peeled 
whole apricots, in a quantity not more 
than 1 apricot pit to each 227 grams (8 
ounces) of finished canned apricots. 

<v> Apricot kernels, except In the cases 
of unpeeled whole apricots and peeled 
whole apricots, and except when optional 
ingredient under paragraph ia><4) of 
this section is used. 

(vi> Ascorbic acid in an amount no 
greater than necessary to preserve color. 

Such food is sealed in a container and 
before or after sealing is so processed by 
heat Eis to prevent spoilage 

(2) Optional styles of the apricot in - 
gredient. The optional styles of the apri¬ 
cot ingredient referred to in paragraph 
(a> of this section are peeled or un¬ 
peeled: 

(1) Whole. 

Hl» Halves. 

Oil) Quarters. 

civ) Slices. 

(V) Pieces or irregular pieces. 


4.MO or Um _ 

13 

4,Sul ;'4.«n. . 

71 

24.001 to 48,000. ... . .. 


M.001 to *4,000.- 

4ft 

M.OOI to 144000.. 

M 

144,001 to 240,000. . 

126 

Over 240.000_ .... 

ato 


2 

a 

4 

ft 

V 

1.1 

10 


NM Wright rtntttrr thfcU 1 kg 

1 2.2 Ih) but not morw than 
4-ft kg (10 lb) 


2.400 or .. 

2.401 to 14,COO. 

1\001 to 24.000. 

24,001 to 4J.000_ 

42,0fll to 72JOOO-- 

72,001 to 120,000. 

Over 120,000. 



IS 

2 


21 

9 



4 

• 

48 

ft 


M 

V 


12ft 

IS 


m 

19 


N«t Weight rrtwlrr than 4JI kg 
(10 lb) 


« 


t 


ftOOOf __ 

IS 

nm io louo- 

21 

2,001 to 7.900.. 

_** 

7.201 to 14,000....- 

4ft 

1\001 to24/X)0_ 

84 

24,001 to 42,000.. 

196 

Over 42,000.. 

900 


« - number of primary eouUlncr* tn umpfo 
t-ftcrepttncc numb it. 


Each such ingredient, except in the cases 
of unpeeled whole apricots and peeled 
whole apricots, is pitted. 

(3) Packing media. <i> The optional 
packing media referred to in paragraph 
(a)(1) of this section, as defined In 
I 145.3 are: 

(a* Water. 

<b> Fruit Juice (si and water. 

(c> Fruit julce(s). 

Such pocking mediA may be used as such 
or any one or any combination of two or 
more safe and suitable nutritive carbo¬ 
hydrate sweetener<s) may be added. 
Sweeteners defined in 9 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been estab¬ 
lished In Part 168 of this chapter shall 
comply with such standard in lieu of 
any definition that may appear in 5 145.3. 

(11) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de¬ 


termined by the procedure prescribed in 

9 145.3 (m i shall be designated by the ap¬ 
propriate name for the respective density 
ranges, namely: 

(a) When the density of the solution is 

10 percent or more but less than 16 per¬ 
cent. the medium shall be designated as 
“slightly sweetened water”; or “extra 
light sirup’*: “slightly sweetened fruit 
juice(s) and water”; or “slightly sweet¬ 
ened fruit juice(s) 7. as the case may be 

<b) When the density of the solution 
Is 16 percent or more but less than 21 
percent, the medium shall be designated 
as “light sirup”: “lightly sweetened 
fruit Julce(s) and water”; or “lightly 
sweetened fruit juice<s)*\ as the case 
may be. 

(c) When the density of the solution 
is 21 percent or more but less than 25 
percent, the medium shall be designated 
as "heavy sirup”; “heavily sweetened 
fruit Julce(s) and water"; or “heavily 
sweetened fruit Juice(s) ”, as the case may 
be. 

(d> When the density of the solu¬ 
tion is 25 percent or more but not more 
than 40 percent, the medium shall be 
designated as “extra heavy sirup”; “ex¬ 
tra heavily sweetened fruit juice(8) and 
water”; or “extra heavily sweetened 
fruit Juicets)". as the case may be. 

(4) Labeling requirements. (1) The 
name of the food is “apricots”. The name 
of the food shall also include a declara¬ 
tion of any flavoring that characterizes 
the product as specified in 9 101.22 of this 
chapter and a declaration of any spice 
or seasoning that characterizes the prod¬ 
uct; for example. “Spice Added", or in 
lieu of the word “Spice", the common 
name of the spice. “Seasoned with Vine¬ 
gar” or “Seasoned with Apricot Kernels”. 
When two or more of the optional in¬ 
gredients specified in paragraph (aMl) 
(li) through <iv), inclusive, of thU sec¬ 
tion are used, such words may be com¬ 
bined as for example, “Seasoned with 
Cider Vinegar. Cloves. Cinnamon Oil and 
Apricot Kernels”. 

cii> The style of the apricot ingredient 
as provided in paragraph (a) <2) of this 
section and the name of the packing 
medium as used in paragraph <a>(3> <i» 
and (11) of this section, preceded by “In” 
or “Packed in" or the words “solid pack", 
where applicable, shall be included as 
part of the name or in close proximity 
to the name of the food, except that 
pieces or irregular pieces shall be desig¬ 
nated “Pieces". “Irregular pieces”, or 
“Mixed pieces of irregular sizes and 
shapes”. The style of the apricot In¬ 
gredient shall be preceded or followed 
by “Unpeeled” or “Peeled”, as the case 
may be. “Halves" may be alternatively 
designated “Halved". “Quarters" as 
“Quartered” and "Slices" as "Sliced". 
When the packing medium is prepared 
with a sweetener(s) which Imparts a 
taste, flavor or other characteristic to 
the finished food in addition to sweet¬ 
ness, the name of the packing medium 
shall be accompanied by the name 
of such sweetener (s), as for example 
in the case of a mixture of brown 
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sugar and honey, an appropriate state¬ 
ment would be "-sirup of 

brown sugar and honey" the blank to be 
filled In with the word "light", "heavy", 
or "extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for In paragraph (a) (3) 
<1) and (ID of this section consists of 
fruit julccfs), such juice(s) shall be 
designated in the name of the packing 
medium os: 

<a> In the case of a single fruit juice, 
the name of the juice shall be used In lieu 
of the word "fruit". 

(b> In the case of a combination of 
two or more fruit Juices, the names of 
the juices In the order of predominance 
by weight shall either be used in lieu of 
the word "fruit" in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a)(4) 
(111) of this section. And 

fc) In the case of a single fruit Juice 
or a combination of two or more fruit 
juices any of which are made from con¬ 
centrated), the words "from concen¬ 
trated) ” shall follow the word "Juiced)" 
in the name of the packing medium and 
in the name(s) of such juiced) when 
declared as specified In paragraph (a) 
<4> Uli> of this section. 

<111 > Whenever the names of the fruit 
Jukes used do not appear in the name of 
the packing medium as provided in par¬ 
agraph (a)(4) (11) (5) of this section, 
such names and the words "from con¬ 
centrate," as specified in paragraph (a) 
(4)(il)(c) of this section, shall appear 
in an ingredient statement pursuant to 
the requirements of 5 101.3(d) of this 
chapter. 

<iv> Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
PArt 101 of this chapter. 

<b) Quality —(1) The standard of 
quality for canned apricots is as follows: 

U> All units tested In accordance with 
the method prescribed in paragraph (b> 
( 2> of this section are pierced by a weight 
(X not more than 300 grams. 

'll) In the coses of whole apricots, 
halves, and quarters, the weight of the 
largest unit in the container is not more 
than twice the weight of the smallest 
unit therein. 

<iii> Not more than 20 percent of the 
units in the container are blemished 
with scab, hall injury, discoloration, or 
other abnormalities. 

<lv) In the cases of whole apricots, 
halves, and quarters, all units are un- 
trlmmed, or are so trimmed as to pre¬ 
serve normal shape. 

* v > Except in the case of mixed pieces 
of irregular sizes and shapes, not more 
than 5 percent of the units in a container 
oi 20 or more units, and not more than 
i unit in a container of less than 20 units, 
are crushed or broken. (A unit which 
lost its normal shape because of ripe- 
u«s and w hich bears no mark of crush- 
" k shall not be considered to be crushed 
or broken.) 

; 2> Canned apricots shall be tested 
oy the following method to determine 
^nether or not they meet the require¬ 
ments of paragraph <b)<l)(i) of this 


section: So trim a test piece from the 
unit as to At, with peel surface up, 
into a supporting receptacle. If the 
unit is of different firmness in different 
parts of its peel surface, trim the piece 
from the firmest part. If the piece is 
unpeeled, remove the peel. The top of 
the receptacle is circular in shape, of 1 V* 
inches inside diameter, with vertical 
sides; or rectangular in shape, inch by 
1 inch inside measurements, with ends 
vertical and sides sloping downward and 
Joining at the center at a vertical depth 
of a 4 Inch. Use the circular receptacle 
for testing units of such size that a test 
piece can be trimmed therefrom to fit it. 
Use the rectangular receptacle for test¬ 
ing other units. Test no unit from 
which a test piece with rectangular peel 
surface at least V, inch by 1 inch cannot 
be trimmed. Test the piece by means of 
a round metal rod ft* Inch in diameter. 
To the upper end of the rod is affixed 
a device to which weight can be added. 
The rod is held vertically by a support 
through w r hich It can freely move up¬ 
ward or downward. The lower end of 
the rod is a plane surface to which the 
vertical axis of the rod is perpendicular. 
Adjust the combined weight of the rod 
and device to 100 grams. Set the re¬ 
ceptacle so that the surface of the test 
piece is held horizontally. Lower the 
end of the rod to the approximate center 
of such surface, and add weight to the 
device at a uniform, continuous rate of 
13 grams per second until the rod pierces 
the test piece. Weigh the rod and 
weighted device. Test all units In con¬ 
tainers of 50 units or less, except these 
units too small for testing or too soft 
for trimming. Test at least 50 units, 
taken at random. In containers of more 
than 50 units; but if less than 50 units 
are of sufficient size and firmness for 
testing, test those which are of sufficient 
size and firmness. 

<3) If the quality of canned apricots 
falls below the standard prescribed in 
paragraph (b)(1) of this section, the 
label shall bear the general statement of 
substandard quality specified in 5 130.14 
(a) of this chapter, in the manner and 
form therein specified; but In lieu of such 
general statement of substandard quality, 
the label may bear the alternative state¬ 
ment "Below standard In quality 

.”, the blank to be filled in 

with the words specified after the cor¬ 
responding number of each subparagraph 
of paragraph ibMl) of this section which 
such canned apricots fail to meet, as 
follows; <i> "Not tender": (!i> "Mixed 
sizes"; till* "Blemished"; (iv) "Unevenly 
trimmed"; (v) "Partly crushed or 
broken". Such alternative statement shall 
immediately and conspicuously precede 
or follow*, without intervening written, 
printed, or graphic matter, the name 
"apricots" and any words and statements 
required or authorized to appear with 
such name by $ 145.115(aM2>. 

(c) Fill of container—( 1) The stand¬ 
ard of fill of container for canned apri¬ 
cots is the maximum quantity of the op¬ 
tional apricot ingredient that can be 
sealed in the container and processed by 
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heat to prevent spoilage, without crush¬ 
ing or breaking such ingredient. 

(2) If canned apricots fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement of 
substandard fill specified in f 130.14(b) 
of this chapter, in the manner and form 
therein specified. 

§ 1 15.1 16 Artificial!} • wrrtrni'd «<anm <1 
apricot*. 

1 a > Artificially sweetened canned apri¬ 
cots Is the food which conforms to the 
definition and standard of identity pre¬ 
scribed for canned apricots by 1 145.115 
(a), except that in lieu of a packing 
medium specified in 8 145.115<a> i3), the 
packing medium used is water artificially 
sweetened with saccharin, sodium sac¬ 
charin. or a combination of both. Such 
packing medium may be thickened with 
pectin and may contain any mixture of 
any edible organic salt or salts and any 
edible organic acid or acids as a flavor - 
enhancing agent, in a quantity not more 
than is reasonably required for that 
purpose. 

(b)(1) The specified name of the food 

Is "artifically sweetened_", the 

blank being filled in with the name pre¬ 
scribed by 8 U5.U5'a) for canned apri¬ 
cots having the same optional apricot in¬ 
gredient 

*2) The artificially sweetened food Ls 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned apricots by 
1145.115(a). If the packing medium Is 
thickened with pectin, the label shall 
bear the statement "thickened with 
pectin". When any organic salt or acid or 
any mixture of two or more of these Is 
added, the label shall bear the common 
or usual name of each such ingredient 

8 I !»■>•! Ill ( amird aprir<M« with run*. 

Canned apricots with rum conforms 
to tlie definition and standard of iden¬ 
tity and Is subject to the requirements 
for label statement of optional In¬ 
gredients. prescribed for canned apri¬ 
cots by 8 145.115(a), except that it con¬ 
tains added rum in such amount that Its 
alcohol content is more than 3 percent 
but less than 5 percent by weight 

§ 1 !•>. 120 fforrrir*. 

(a) Inarcdients. Canned berries is the 
food prepared from any suitable variety 
of one of the optional berry Ingredients 
specified In paragraph (b) of this sec¬ 
tion. which may be packed in one of the 
optional packing media specified in para¬ 
graph <c> of this section. It may contain 
safe and suitable natural aud artificial 
flavors. It Is sealed in a container and 
before or after sealing is so processed by 
heat os to prevent spoilage. 

<b> Varietal types. The optional berry 
Ingredients referred to in paragraph <a> 
of this section are prepared from 
stemmed fruit of the following optional 
varietal types of berry Ingredient; 
namely: 

( 1 ) Raspberry varieties conforming to 
the characteristics of Rubus idaeus L. 
or Rubu* occidental L. 
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( 2 ) 

<3> 

(4) 

(5> 

( 6 ) 

(7) 

<8» 

(9> 

( 10 ) 


Blackberries. 
Blueberries. 
Boysenberries. 
Dew berries. 
Gooseberries. 
Huckleberries. 
Loganberries. 
Strawberries. 
Youngberries. 


(c> Packing media. (1) The optional 
packing media referred to In paragraph 

(a) of this section, as defined in 1145.3 
are: 

(1) Water. 

<10 Fruit julce<s> and water. 

(iii> Fruit Julce(e). 

Such packing media may be used as such 
or any one or any combination of two 
or more 6afe and suitable nutritive car¬ 
bohydrate sweetener(s) may be added. 
Sweeteners defined In 1145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini¬ 
tion that may appear in 1145.3. 

(2) When a sweetener is added as a 
part of any such liquid packing medium, 
the four density ranges of the resulting 


packing media hereinafter specified for 
each berry Ingredient, expressed as per¬ 
cent by weight of sucrose (degrees Brix) 
as determined by the procedure described 
in i 145.3 (m). shall be designated by the 
appropriate name for each of the respec¬ 
tive density ranges for each berry ingre¬ 
dient as: 

U) “Slightly sweetened water"; or 
"extra light sirup"; "slightly sweetened 
fruit Juice <s) and water"; or “slightly 
sweetened fruit Juice (s)". as the case 
may be. 

(U) "Light sirup", when the liquid 
used Is water; “lightly sweetened fruit 
Juice(s) and. water"; or "lightly 
sweetened fruit Juicers)", as the case 
may be. 

(ill) “Heavy sirup", when the liquid 
used is water; or "heavily sweetened 
fruit Julce(s) and water"; or “heavily 
sweetened fruit Juice(s)". as the case 
may be. 

<iv> "Extra heavy sirup ’. when the 
liquid used is water; or “extra heavily 
sweetened fruit juice (a) and water"; or 
"extra heavily sweetened fruit Juice**)", 
as the case may be. 

The density ranges referred to herein 
are: 
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(d) Labeling requirements . (1) The 
name of the food is the appropriate name 
of the berry ingredient specified in para¬ 
graph <b) of this section. 

(2) The name of the packing medium, 
as used in paragraph (c) (1) of this sec¬ 
tion preceded by "In" or "Packed in" as 
provided in paragraph <c) of this sec¬ 
tion and. In the case of raspberries other 
than red raspberries provided for In 
paragraph <b> of this section, tho name 
of such packing medium and the color of 
such raspberry shall be included as part 
of the name or in close proximity to the 
name of the food. When the packing 
medium is prepared with a sweetener< s) 
which imparts a taste, flavor or other 
characteristic to the finished food in 
addition to sweetness. Uic name of 
the packing medium shall be accom¬ 
panied by the name of such sweet¬ 
ener (s) , as for example in the case 
of a mixture of brown sugar and honey, 
an appropriate statement would be 

*♦_sirup of brown sugar and 

honey" the blank to be filled in with the 
word "light", “heavy", or "extra heavy" 
as the case may be. When the liquid por¬ 
tion of the packing media provided, for 
In paragraph <c> < 1 > and (2) of this sec¬ 


tion consists of fruit Juice* s>. such 
Juice(s) shall be designated in the name 
of the packing medium as : 

(i) in the case of a single fruit Juke, 
the name of the Juice shall be used In lieu 
of the word "fruit": 

i li» In the caseof a combination of two 
or more fruit Juices, the name* of the 
Juices In the order of predominance by 
weight shall either be used in lieu of 
the word "fruit" in the name of the 
packing medium, or be declared on the 
label ns specified in paragraph <c> of this 
section: and 

<lii) In the case of a single fruit Juice 
or a combination of two or more fruit 
Jukes any of which are made from con¬ 
centrate**), the words "from concen¬ 
trated) " shall follow the word "Juiced) ” 
In the name of the packing medium and 
In the name<8) of such Juiced) when 
declared as specified in paragraph <d) (3) 
of this section. 

(3) Whenever the names of the fruit 
juice* used do not appear in the name 
of the packing medium as provided in 
paragraph <d) 2X11) of this section, 
such names and the words "from con¬ 
centrate", as specified In paragraph 
(d)(2) (tii> of this section, shall appear 


in an ingredient statement pursuant to 
the requirements of f 101.3(d) of this 
chapter. 

(4) Each of the optional Ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Pari 
101 of this chapter. 

§145.125 (xnnwl rhrrrif*. 

(a) Identity— (I) Ingredient*. Canned 
cherries is the food prepared from one of 
the optional fresh or previously canned 
cherry ingredients specified in paragraph 
(a)(2) of this section, whkh may be 
packed in one of the optional packing 
media specified In paragraph (a)(3) of 
this section. Such food may also contain 
one. or any combination of two or more, 
of the following safe and suitable op¬ 
tional ingredients: 

(!) Natural and artificial flavors. 

(il> 8pice. 

(Ill) Vinegar, lemon Juice, or organic 
acids. 

Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage. 

(2) Varietal types and styles. The op¬ 
tional cherry ingredients referred to In 
paragraph (a)(1) of this section are pre¬ 
pared from mature pitted or unpltted 
cherries of the red tart or alternatively, 
red sour, light sweet or dark sweet vari¬ 
etal group. 

(3) Packing media . CD The optional 
packing media referred to in paragraph 
(a)(1) of this section, as defined in 
5 145.3 are: 

(a) Water. 

(b) Fruit juiced) and water 

(c) Fruit Juiced). 

Such packing media may be used os 
such or any one or any combination of 
two or more safe and suitable nutritive 
carbohydrate sweetener(s) may be 
added. Sweeteners defined in S 145.3 shall 
be as defined therein, except that a nu¬ 
tritive carbohydrate sweetener for which 
a standard of Identity has been estab¬ 
lished in Part 168 of this chapter shall 
comply with such standard in Ueu ox 
any definition that may appear in 
| 145.3. 

ill) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight of sucrose * degrees Brix > as de¬ 
termined by the procedure prescribed in 
1145.3<m) shall be designated by the ap¬ 
propriate name for the respective den¬ 
sity ranges, namely: 

(a) In the case of sweet cherries; 

f|) When the density of the solution 
Is less than 16 percent, the medium shau 
be designated as "slightly sweetened 
water"; or "extra light sirup"; "slightly 
sweetened fruit Juice(s) and water ; or 
"slightly sweetened fruit Juiced* , n 
the case may be. 

(fi) When the density of the solution 
is 16 percent or more but less than 
percent, the medium shall be designated 
as "light sirup": "lightly 
Juice's) and water"; or ‘lightly sweei- 
ened fruit Juice's)", as the case may i* 
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tiii) When the density o t the solution 
Is 20 percent or more but lew than 25 
ipercent, the medium shall be designated 
as heavy sirup”; “heavily sweetened 
fruit Julcefs) and water”; or “heavily 
sweetened fruit Julcefs)”. as the case 
may be. 

r fr) When the density of the solution 
is 25 percent or more but not more than 
35 percent, the medium shall be desig¬ 
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit julcefs) and 
water”; or “extra heavily sweetened 
fruit Julcefs) *\ as the case may be. 

<In the case of red tart cherries: 

<0 When the density of the solution Is 
less than 18 percent, the medium shall 
be designated as “slightly sweetened 
water”; “slightly sweetened fruit julcefs) 
and water”; or “slightly sweetened fruit 
julcefs) as the case may be. 

(M) When the density of the solution 
Is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juicefs) and water”; or “lightly sweet¬ 
ened fruit Julcefs)”, as the case may be. 
* OH) When the density of the solution 
Is 22 percent or more but less than 28 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit Julcefs) and water"; or “heavily 
sweetened fruit Julcefs)”. os the case 
may be. 

<fp» When the density of the solution 
is 28 percent or more but not more than 
45 percent, the medium shall be desig¬ 
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juicefs) and 
water”; or “extra heavily sweetened fruit 
Julcefs) ”, as the case may be. 

(4) Labeling requirements. <i> The 
name of the food is “cherries” The op¬ 
tional varietal type as set forth in para* 
graph (a) (2) of this section, preceded or 
followed by the word “pitted” when this 
is the fact, shall be a part of the name. 
The name of the food shall also include 
t declaration of any flavoring that char¬ 
acterizes the product as specified in 
1101.22 of this chapter and a declara¬ 
tion of any spice or seasoning that char¬ 
acterizes the product; for example, 
"Spice added”, or in lieu of the word 
Spice”, the common name of the spice, 
or “Seasoned with lemon Juice”. When 
two or more of the optional ingredients 
specified In paragraph (a) (1) (il> and 
( Ui) of this section arc used, such words 
may be combined as for example. “Sca¬ 
nned with cider vinegar. cloves, and 
cinnamon oil”. 

fii> The color type and style of the 
cherry Ingredient as provided in para¬ 
graph (a)(2) of this section and the 
name of the packing medium specified 
^ paragraph (a><3) (1) and <U) of this 
section, preceded by “In” or “Packed in” 
or the words “solid pack”, where appli¬ 
cable. shall be included as part of the 
name or in close proximity to the name 
of the food. When the packing medium 
» prepared with a sweetener(»> which 
imparts a taste, flavor or other charac¬ 
teristic to the finished food (n addition 
to sweetness, the name of the packing 
medium shall be accompanied by the 
name of such sweetener(s). as for ex¬ 


ample in the case of a mixture of brown 
sugar and honey, on appropriate state¬ 
ment would be “___sirup of 

brown sugar and honey ” the blank to be 
filled in with the word “light”, “heavy”, 
or “extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for in paragraph (a><3> 
(!) and (tl> of this section consists of 
fruit juice<s>. such julcefs) shall be des¬ 
ignated in the name of the packing 
medium as: 

la) In the case of a single fruit juice, 
the name of the Juice shall be used in 
lieu of the word “fruit”; 

(b> In the case of a combination of 
two or more fruit juices, the names of 
the Juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a) (4 * 
<UI> of this section; and 
<c> In the case of a single fruit Juice 
or a combination of two or more fruit 
Juices any of which are made from con¬ 
centrated). the words “from concen¬ 
trated) ” shall follow the word “Juice (s) ” 
in the name of the packing medium and 
in the named) of such juiced) when 
declared as specified in paragraph (a) 
<4Kill) of this section. 

<ili> Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in para¬ 
graph (a) (4) ill) <b> of this section, such 
names and the words “from concen¬ 
trate”. as specified In paragraph (a)(4) 
(11) (c) of this section, shall appear in 
an ingredient statement pursuant to the 
requirements of 4 101.3(d) of this 
chapter. 

(iv> Each of the optional ingredients 
used shall be declared on tlie label as 
required by the applicable sections of 
Part 101 of this cliapter. 

(b> Quality—(1) The standard of 
quality for canned cherries is as follows: 

(!) In the case of pitted cherries, not 
more tlian 1 pit is present in each 20 
ounces of canned cherries, as determined 
by the method prescribed in paragraph 
• b) (2 Mli of tills section. 

(ii) In the case of unpitted cherries, 
the weight of each cherry in the con¬ 
tainer is not less than Mo ounce. 

(Hi) In the case of unpitted cherries, 
the weight of the largest cherry In the 
container is not more than twice the 
weight of the smallest cherry therein. 

(iv) In the case of unpitted cherries, 
the total weight of pits Is not more than 
12 percent of the weight of drained 
cherries, as detennined by the method 
prescribed in paragraph (bM2Mli) of 
tills section. 

<v) Not more than 15 percent by count 
of the cherries in the container arc 
blemished with scab, hail injury, discol¬ 
oration. scar tissue or other abnormality. 
A cherry showing skin discoloration 
(other than scald) having an aggregate 
area exceeding that of a circle inch 
in diameter Is considered to be blem¬ 
ished. A cherry showing discoloration 
of any area but extending Into the fruit 
tissue is also considered to be blemLshed. 


<2Mi) Pitted canned cherries shall 
be tested by the following method to de¬ 
termine whether or not they comply with 
the requirements of paragraph <b) (1) (1) 
of this section: Take at random such 
number of containers as to have a total 
quantity of contents of at least 24 pounds. 
Open the containers and weigh the con¬ 
tents. Count the pita and pieces of pit 
shell in such total quantity. Count a 
piece of pit shell equal to or smaller than 
one-half pit shell as one-half pit, and a 
piece of pit shell larger than one-half pit 
shell as one pit; but when two or more 
pieces of pit shell are within or attached 
to a single cherry, count such pieces as 
one-half pit If their combined size is 
equivalent to that of one-half pit shell or 
less, and as one pit if their combined size 
is equivalent to that of more than one- 
half pit shell. From the total number of 
pits so counted and the combined weight 
of the contents of all the containers, 
calculate the number of pits present in 
each 20 ounces of canned cherries. 

(ii) Unpitted canned cherries shall be 
tested by the following method to de¬ 
termine whether or not they comply with 
the requirements of paragraph (b)(1) 
(iv) of this section: Tilt the opened con¬ 
tainer so as to distribute the contents 
over the meshes of a circular sieve 
which has previously been weighed. The 
diameter of the sieve is 8 Inches if the 
quantity of tlie contents of the container 
is less than 3 pounds, or 12 Inches If such 
quantity is 3 pounds or more. The bot¬ 
tom of the sieve is No. 8 woven-wire 
cloth which complies with the specifica¬ 
tions for such cloth set forth on page 3 
of “Standard Specifications for Sieves.” 
published October 25. 1938. by United 
States Department of Commerce. Na¬ 
tional Bureau of Standards. Without 
shifting the cherries. so incline the 
sieve as to facilitate drainage. Two 
minutes from tlie time drainage begins, 
weigh the sieve and drained cherries. 
The weight so found, less tlie weight of 
the sieve, shall be considered to be the 
weight of drained cherries. Pit the 
cherries and wash the pits free from ad¬ 
hering flesh. Drain and weigh the pits 
by the method prescribed above. Divide 
the weight of pits so found by the weight 
of drained cherries, and multiply by 100, 
(3) If the quality of canned cherries 
falls below the standard prescribed in 
paragraph (b)(1) of this section, the 
label shall bear the general statement of 
substandard quality specified in 4 130.14 
<a> of this chapter, in the manner and 
form therein specified; but in lieu of 
such general statement or substandard 
quality, the label may bear the alterna¬ 
tive statement Below Standard in 

Quality-”, the blank to be filled in 

with the words specified after the cor¬ 
responding number of each subpara¬ 
graph of paragraph (b)(1) of tills sec¬ 
tion which such canned cherries fail to 
meet, as follows: (l> “Partially pitted”; 

• ii> “Small”; Oil) “Mixed sizes”; (iv> 
“Thin-fleshed”; (v) “Blemished”. Such 
alternative statement shall Immediately 
and conspicuously precede or follow, 
without intervening written, printed, or 
graphic matter, the name “Cherries” and 
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any words and statements required or 
authorized to appear with such name 
by 5 145.125(a)(2). 

(c) Fill of container —(1) The stand¬ 
ard of fill of container for canned cher¬ 
ries is the maximum quantity of the op¬ 
tional cherry ingredient that can be 
sealed in the container and processed by 
heat to prevent spoilage, without crush¬ 
ing such ingredient. 

(2) If canned cherries fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement of 
substandard fill specified In 8 130.14(b) 
of this chapter, in the manner and fonn 
therein specified. 

§ 11S. 126 Artificially canned 

diffric*. 

(a) Artificially sweetened canned 
cherries is the food which conforms to 
the definition and standard of Identity 
prescribed for canned cherries by 8 145.- 
125(a). except that in lieu of a packing 
medium specified in 8 145.125(a) (3), the 
packing medium used is water artificially 
sweetened with saccharin, sodium sac¬ 
charin, or a combination of both. 8uch 
packing medium may be thickened with 
pectin and may contain any mixture of 
any edible organic salt or salts and any 
edible organic acid or acids os a flavor- 
enhancing agent, in a quantity not more 
than is reasonably required for that pur¬ 
pose. 

(b) (1) The specified name of the food 

is “artificially sweetened-". the 

blank being filled in with the name pre¬ 
scribed by 8 145.125(a) for canned cher¬ 
ries having the same optional cherry in¬ 
gredient. 

(2) The artificially sweetened food Is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned cherries by 
8 145.125(a). If the packing medium Is 
thickened with pectin, the label shall bear 
the statement “thickened with pectin". 
When any organic salt or acid or any 
mixture of two or more of these is added, 
the label shall bear the common or usual 
name or each such Ingredient. 

§ 145.128 Canned rtterrir* *illt rum. 

Canned cherries with rum conforms 
to the definition and standard of Iden¬ 
tity. and is subject to the requirements 
for label statement of optional Ingredi¬ 
ents. prescribed for canned cherries 
by 1 145.125(a), except that It contains 
added rum in such amount that its al¬ 
cohol content Is more than 3 percent but 
less than 5 percent by weight 

§ 145.130 Canned figs. 

(a) Ingredients. Canned figs Is the food 
prepared from one of the optional fig 
ingredients specified in paragraph (b) of 
this section and one of the optional pack¬ 
ing media specified In paragraph (c) of 
this section, to which lemon Juice, con¬ 
centrated lemon Juice or organic acld(s) 
Is added. when necessary to reduce the 
pH of the finished product to pH 4.9 or 
below. Such food may also contain one. 
or any combination of two or more of 
the following safe and suitable optional 
Ingredients: 


(1) Natural and artificial flavoring. 

(2) Spice. 

(3) Vinegar. 

(4) Unpeeled segments of citrus fruits. 

(5) Salt. 

Such food is sealed In a container and 
before or after sealing is so processed by 
heat as to prevent spoilage. 

(b) Varietal types. The optional fig in¬ 
gredients referred to in paragraph (a) of 
this section arc prepared from mature 
figs of the light or dark varieties. Figs (or 
whole figs), split figs (or broken figs). or 
any combination thereof are optional fig 
Ingredients. A ‘ whole flg“ Is one which is 
whole, but may be slightly cracked, pro¬ 
vided it retains its natural conforma¬ 
tion without exposing the interior. A 
“split" or “broken" fig is one that is 
open to such an extent that the seed 
cavity is exposed. The shape of the fruit 
may be distorted, and the fruit may or 
may not be broken apart into entirely 
separate pieces. 

(c) Packing media. (1) The optional 
packing media referred to in paragraph 
(a) of this section, as defined In 8 145.3 
are: 

(1) Water. 

(U> Fruit juiced) and water. 

(ill) Fruit juiced). 

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car¬ 
bohydrate sweetener(s) may be added. 
Sweeteners defined in 1145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini¬ 
tion that may appear in 8 145.3. 

(2) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight of sucrose ( degrees Brix) as deter¬ 
mined by the procedure prescribed In 
8 145.3'm) shall be designated by the ap¬ 
propriate name for the respective density 
ranges, namely: 

(D When the density of the solution Is 
11 percent or more but less than 16 per¬ 
cent. the medium shall be designated as 
“slightly sweetened water"*: or “extra 
light syrup"; “slightly sweetened fruit 
Juiced) and water**; or “slightly sweet¬ 
ened fruit Juiced) ”. as the case may be. 

(11) When the density of the solution 
Is 16 percent or more but less than 21 
percent, the medium shall be designated 
as “light sirup": “lightly sweetened fruit 
Juiced) and water": or “lightly sweet¬ 
ened fruit Juiced) ”. as the case may be. 

(ill) When the density of the solution 
Is 21 percent or more but less than 26 
percent, the medium shall be designated 
as “heavy sirup*'; “heavily sweetened 
fruit juice(s) and water"; or “heavily 
sweetened fruit Juice(s) ”, as the case may 
be. 

(iv> When the density of the solution 
is 26 percent or more but not more than 
35 percent, the medium shall be desig¬ 
nated as “extra hefttY sirup”: “extra 
heavily sweetened fruit Jufce(s) and wa¬ 
ter*’; or “extra heavily sweetened fruit 
Juice's)", ns the case may be. 


<d) Labeling requirements. (1) The 
name of the food is “figs’*. The words 
“broken** or “split** shall be a part of the 
name when the optional fig Ingredient is 
a broken or split fig. The name of tho 
food shall also Include a declaration of 
any flavoring that characterizes the 
product as specified in 8 101.22 of this 
chapter and a declaration of any spice or 
seasoning that characterizes the prod¬ 
uct; for example, “Spice added", or in 
lieu of the word "Spice”, the common 
name of the spice. ' Seasoned with vine¬ 
gar” or "Seasoned with impeded seg¬ 
ments of citrus fruits”. When two or 
more of the optional ingredients speci¬ 
fied In paragraph (a) (2) through (5). in¬ 
clusive, of tills section are used, such 
words may be combined as for example, 
“Seasoned with cider vinegar, cloves, cin¬ 
namon oil and unpeeled segments of cit¬ 
rus fruits.” 

(2) The name of the packing medium 
as used in paragraph (c) (1) of this sec¬ 
tion. preceded by “In” or "Packed in”, 
as provided In paragraph (c) of this sec¬ 
tion. shall be included as part of the 
name or In close proximity to the name 
of the food. When the packing medium 
Is prepared with a sweetener<s) which 
imparts a taste, flavor or other charac¬ 
teristic to the finished food other 
than sweetness, as for example, a mix¬ 
ture of brown sugar and honey, the 

statement ”_ sirup of brown 

sugar and honey” the blank to be 
filled In with the word 'light", “heavy”, 
or “extra heavy”, as the case may be. 
shall be included as part of the name or 
In close proximity to the name of the 
food. When the liquid portion of the 
packing media provided for in paragraph 

(c) (1) and (2) of this section consists o! 
fruit Julce(s). such Juiced) shall be 
designated In the name of the packing 
medium as: 

(1) In the case of a single fruit juice 
the name of the Juke shall be used in 
lieu of the word “fruit”; 

(ID In the case of a combination of 
two or more fruit Juices, the names of 
the Juices in the order of predominance 
by weight shall either be used in lieu 
of the word "fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph <d) (3) of 
this section; and 

(ill) In the case of a single fruit Juice 
or a combination of two or more fruit 
Juices any of whkh are made from con¬ 
centrate's), the words “from concen¬ 
trated) ” shall follow the word “Juiced) 
In the name of the packing medium and 
in the named) of such Juiced) wlien 
declared as specified in paragraph <(D 
(3) of this section. 

(3) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in para- 

.graph (d)(2) 01) of this section, such 
names and the words “from con- 
tratc", as specified in paragraph <d)(2> 
(BO of this section, shall appeaf In on 
Ingredient statement pursuant to the re¬ 
quirements of 8 101.3(d) of this chapter 

<4> Each of the optional Ingredient 
used shall be declared on the label as 
required by the applicable sections ox 
Part 101 of this chapter. 
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§ 115.131 Artificial!/ sweetened canned 

fipu 

(ft) Artificially sweetened canned figs 
to the food which conforms to the defi¬ 
nition and standard of identity pre¬ 
scribed for canned figs by 1 145.130, ex¬ 
cept that In lieu of a packing medium 
specified In 9 145.130(c), the packing me¬ 
dium used is water artificially sweetened 
with saccharin, sodium saccharin, or a 
combination of both. Such packing me¬ 
dium may be thickened with pectin and 
may contain any mixture of any edible 
organic salt or salts and any edible or¬ 
ganic acid or acids as a flavor-enhancing 
agent, in a quantity not more than is 
reasonably required for that purpose. 

(b) (1) The specified name of the food 

to “artificially sweetened_tho 

blank being filled in with the name pre¬ 
scribed by f 145.130 for canned figs hav¬ 
ing the same optional fig ingredient. 

(2) The artificially sweetened food Is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned figs by 9 145.130. 
If the packing medium is thickened with 
pectin, the label shall bear the statement 
’thickened with pectin**. When any or¬ 
ganic salt or acid or any mixture of two 
or more of these is added, the label shall 
bear the common or usual name of each 
such ingredient. 

§ 115.131 Canned preserved fig*. 

(a) Canned preserved figs to the food 
prepared from one of the optional fig 
ingredients specified In paragraph (b) 
ot this section and the packing medium 
specified in paragraph (c) of this section, 
to which citric acid or lemon Juice or 
concentrated lemon juice to added. If 
necessary. In such quantity as to reduce 
the pH of the finished product to 4.9 or 
below. The figs are precooked in the 
packing medium, sealed in a container, 
and so processed by heat, either before 
or alter sealing, as to prevent spoilage. 

(b) The optional fig ingredients re¬ 
ferred to in paragraph (a) of this section 
are whole mature figs of the light or 
dark varieties that may be either peeled 
or unpeeled. 

(ci (l) The packing medium referred 
to in paragraph (a) of this section to pre¬ 
pared from water and one of the follow¬ 
ing optional sweetening ingredients: 

<i> Sugar. 

(ii) Invert sugar sirup. 

(ili> Any mixture of optional sweeten¬ 
ing ingredients designated In paragraph 
<0(1) (D and (ii) of this section. 

(iv) Any of the optional sweetening 
ingredients designated in paragraph (c) 
<!)(!)• (ii), and (Ui) of this section with 
dextrose: Provided . That the weight of 
the solids of dextrose does not exceed 
one-third of the total weight of the solids 
of the combined sweetening ingredients. 

(v) Any of the optional sweetening in¬ 
gredients designated in paragraph (c)(1) 
<l>. (ID, and (111) of this section with 
corn sirup or with dried corn sirup or 
with glucose sirup or with dried glucose 

with any two or more of these: 
Provided, That the weight of the solids 

corn sirup, dried com sirup, glucose 
Jlrup, dried glucose sirup or the sum of 
weights of the solids of com sirup, 
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dried com sirup, glucose sirup, and dried 
glucose sirup. In case two or more of 
these are used, does not exceed one- 
fourth of the total weight of the solids 
of the combined sweetening ingredients. 

(vl) Any mixture of the optional in¬ 
gredients designated in paragraph (c) 
(1) (iv) and (v) of this section. 

(2) The density of the packing me¬ 
dium described in paragraph (e)(1) of 
this section, as measured on the Brlx 
hydrometer 15 days or more after the 
figs are canned, to not less than 50* and 
not more than 55*. 

(d) (1) The name of the food to '’Pre¬ 
served Figs—Precooked in Sirup". For 
the purpose of label declaration, the 
words "Precooked in Sirup" may appear 
immediately below the w ords "Preserved 
Figs", but there shall be no Intervening 
written, printed, or graphic matter, and 
the letters used for the words "Precooked 
in Sirup" shall be of the same type style 
and not less than one-half the height 
of the letters in the words "Preserved 
Figs". 

(2) The label shall indicate which op¬ 
tional fig ingredient specified In para¬ 
graph (b) of this section to used. 

<e> Wherever the name of the food 
appears on the label so conspicuously os 
to be easily seen under customary condi¬ 
tions of purchase, the words herein 
specified, showing the optional fig in¬ 
gredient used, shall immediately and 
conspicuously precede or follow such 
name without intervening written, 
printed, or graphic matter, except that 
the varietal name of the figs may so 
intervene. 

§ 145.135 Canned fruit corktait. 

(a) Identity —(I) Ingredients. Canned 
fruit cocktail, canned cocktail fruits, 
canned fruits for cocktail, to the food 
prepared from the mixture of fresh, 
frozen, or previously canned fruit ingre¬ 
dients of mature fruits in the forms and 
proportions as provided in paragraph 
(a) (2) of this section, and one of the 
optional packing media specified In 
paragraph (a) (3) of this section. Such 
food may also contain one. or any com¬ 
bination of two or more, of the following 
safe and suitable optional Ingredients: 

(1) Natural and artificial flavors. 

til) Spice. 

(lii) Vinegar, lemon juice, or organic 
acids. 

(iv) Ascorbic acid In an amount no 
greater than necessary to preserve color. 
Such food to sealed In a container and 
before or after sealing is so processed by 
heat as to prevent spoilage. 

(2) Varietal types and styles. The 
fruit ingredients referred to in para¬ 
graph (a)(1) of this section, the forms 
of each, and the percent by weight of 
each In the mixture of drained fruit from 
the finished canned fruit cocktail are as 
follows: 

(i) Peaches. Any firm yellow variety 
of the species Prunus pcrsica L.. exclud¬ 
ing nectarine varieties, which arc pitted, 
peeled, and diced, not less than 30 per¬ 
cent and not more than 50 percent. 

(il) Pears. Any variety, of the species 
Pyrus communis I*, or Pvt us sinensis L.. 
which are peeled, cored, and diced, not 
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less than 25 percent and not more than 
45 percent. 

(ill) Pineapples. Any variety, of the 
species Ananas comosus L., which are 
peeled, cored, and cut into sectors or into 
dice, not less than 6 percent and not 
more than 16 percent. 

(Iv) Grapes . Any seedless variety, of 
the species Vitis vinifera L., or Vitis la - 
brusca L-, not less than 6 percent and not 
more than 20 percent. 

(v) Cherries. Approximate halves or 
whole pitted cherries of the species 
Prunus cerasus 1*., not less than 2 per¬ 
cent and not more than 6 percent, of the 
following types: 

(a) Cherries of any light, sweet va¬ 
riety; 

ib) Cherries artificially colored red; 
or 

(c) Cherries artificially colored red 
and flavored, natural or artificial. 

Provided, That each 127A grams <4 Hr 
ounces avoirdupois) of the finished 
canned fruit cocktail and each fraction 
thereof greater than 56.7 grams (2 
ounces avoirdupois) contain not less 
than 2 sectors or 3 dice of pineapple and 
not less than 1 approximate half of 
the optional cherry ingredient. 

(3) Packing media. (1) The optional 
packing media referred to In paragraph 
(a)(1) of this section, as defined In 
9 145.3 are: 

(o> Water. 

(5) Fruit juice's) and water. 

(c> Fruit juice(s). 

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car¬ 
bohydrate sweetcner(s) may be added. 
Sweeteners defined In 9 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of Identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini¬ 
tion that may appear in 9 145.3. 

(ii) When a sweetener to added os a 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de¬ 
termined by the procedure prescribed in 
9 145.3(m) shall be designated by the ap¬ 
propriate name for the respective density 
ranges, namely: 

(a) When the density of the solution 
to 10 percent or more, but less than 14 
percent, the medium shall be designated 
as "slightly sweetened water": or "extra 
light sirup"; "slightly sweetened fruit 
juice(s) and water"; or "slightly 
sweetened fruit Julce(s)". as the case 
may be. 

ib) When the density of the solution 
to 14 percent or more but less than 18 
percent, the medium shall be designated 
as "light sirup"; "lightly sweetened fruit 
juice(s> and water"; or "lightly sweet¬ 
ened fruit Juice(s)", as the case may be. 

(c) When the density of the solution 
to 18 percent or more but loss than 22 
percent, the medium shall be designated 
as "heavy sirup"; "heavily sweetened 
fruit Jtdce(s) and water"; or "heavily 
sweetened fruit Julce(s)", as the case 
may be. 
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id) When the density of the solution 
is 22 percent or more but not more than 
35 percent, the medium shall be desig¬ 
nated as “extra heavy sirup“; “extra 
heavily sweetened fruit Jutee(s) and 
water*'; or “extra heavily sweetened 
fruit JuiceisV\ as the case may be. 

(4) Labeling requirements, (i) The 
name of the food is “fruit cocktail", 
“cocktail fruits", or “fruits for cock¬ 
tail”. The name of the food shall also in¬ 
clude a declaration of any flavoring that 
characterizes the product as specified in 
9 101.22 of this chapter and a declarat ion 
of any spice or seasoning that character¬ 
izes the product: for example, “Spice 
added", or in lieu of the word “Spice”, 
the common name of the spice. “Sea¬ 
soned with vinegar" or “Seasoned with 
lemon Juice”. When two or more of the 
optional ingredients specified in para¬ 
graph (a)(1) <ii> and (ill) of this section 
arc used, such words may be combined 
as for example. “Seasoned with cider 
vinegar, cloves, cinnamon oil and lemon 
Juice”. 

(ii) The name of the packing medium 
as used in paragraph (a)(3)(i) and (ii) 
of this section, preceded by “In” or 
“Packed In” shall be Included as part of 
the name or in close proximity to the 
name of the food. When the packing 
medium is prepared with a sweetener(s) 
which imparts a taste, flavor or other 
characteristic to the finished food in ad¬ 
dition to sweetness, the name of the 
packing medium shall be accompanied 
by the name of such sweetener(s). as for 
example, in the case of a mixture of 
brown sugar and honey, an appropriate 

statement would be “-sirup of 

brown sugar and honey" the blank to be 
filled in with the word “light”, “heavy”, 
or “extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for in paragraph (a)(3) 

(I) and <ii) of this section consists of 
fruit Juice(s), such julce(s) shall be des¬ 
ignated in the packing medium as: 

(a) In the case of a single fruit Juice, 
the name of the Juice shall be used in 
lieu of the word “fruit”; 

(b) In the case of a combination of 
two or more fruit Juices, the names of 
the Juices in the order of predominance 
by weight shall cither be used In lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a)(4) 
(ill) of this section; and 

(c) In the case of a single fruit Juice 
or a combination of two or more fruit 
juices any of which are made from con¬ 
centrated), the words “from concen¬ 
trated) ” shall follow the word “JuJce(s)" 
in the name of the packing medium and 
in the named) of such Juiced) when 
declared as specified in paragraph (a) 
(4) (ill) of this section. 

(iii) Whenever the names of the fruit 
Juices used do not appear in the name 
of the packing medium as provided in 
paragraph (a) (4) (ii) (b) of this section, 
such names and the words “from con¬ 
centrate”. as specified in paragraph (a) 
(4) (ii) (c) of this section, shall appear in 
an ingredient statement pursuant to 
the requirements of f 101.3(d) of this 
chapter. 
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(iv) Each of the optional ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter. 

(b> Qualify— (1) The standard of 
quality for canned fruit cocktail is as 
follows: 

(i) Not more than 20 percent by 
weight of the units in the container of 
peach or pear, or of pineapple if the units 
thereof are diced, are more than % inch 
in greatest edge dimension, or pass 
through the meshes of a sieve designated 
as ‘V, inch In Table I of “Standard Spec¬ 
ifications for Sieves.” published March 
1, 1940. in L.C. 584 of the National Bu¬ 
reau of Standards, United States Depart¬ 
ment of Commerce. If the units of pine¬ 
apple arc in the form of sectors, not more 
than 20 percent of such sectors in the 
container fail to conform to the following 
dimensions: The length of the outside arc 
is not more than *4 inch but is more than 
** inch; the thickness is not more than 
V 2 inch but is more than inch: the 
length < measured along the radius from 
,the inside arc to the outside arc) is not 
more than U4 inches but is more than 

inch. 

(ii) Not more than 10 percent of the 
grapes in a container containing 10 
grapes or more, and not more than 1 
grape In a container containing less than 
10 grapes, are cracked to the extent of 
being severed into two parts or are 
crushed to the extent that their normal 
shape Is destroyed. 

(iii) Not more than 10 percent of the 
grapes in a container containing 10 
grapes or more, and not more than a 
grape in a container containing less 
than 10 grapes, have the cap stem at¬ 
tached. 

(iv) There is present in the finished 
canned fruit cocktail not more than 1 
square inch of pear peel per each 1 
pound of drained weight of units of pear 
plus the weight of a proportion of the 
packing medium which is the same pro¬ 
portion as the drained weight of the 
units of pear bears to the drained weight 
of the entire contents of the can. Such 
drained weights shall be determined by 
the method prescribed in paragraph (c) 
of this section. 

<v) There is present in the finished 
canned fruit cocktail not more than 1 
square inch of peach peel per each 1 
pound of drained weight of units of 
peach plus the weight of a proportion of 
the packing medium which is the same 
proportion as the drained weight of units 
of peach bears to the drained weight of 
the entire contents of the can. 8uch 
drained weights shall be determined by 
the method prescribed in paragraph (c> 
of this section. 

(vi) Not more than 15 percent of the 
units of cherry ingredient, and not more 
than 20 percent of the units of peach, 
pear, or grape, in the container are blem¬ 
ished with scab, hail injury, scar tissue 
or other abnormality. 

(vli) If the cherry Ingredient is artifi¬ 
cially colored, the color of not more than 
15 percent of the units thereof in a con¬ 
tainer containing more than six units 
and of not more than one unit in a 
container containing six units or less, is 


other than evenly distributed in the unit 
or other than uniform with the color 
of the other units of the cherry in¬ 
gredient. 

(2) If the quality of canned fruit cock¬ 
tail falls below the standard prescribed 
in paragraph (b) (1) of this section, the 
label shall bear the general statement of 
substandard quality specified in 9 130.14 
(a) of this chapter, in the manner and 
form therein specified. 

(c) Fill o/ container —(1) The stand¬ 
ard of fill of container for canned fruit 
cocktail is a fill such that the total weight 
of drained fruit is not less than 65 per¬ 
cent of the water capacity of the con¬ 
tainer, os determined by the general 
method for water capacity of containers 
prescribed in 9 130.12(a) of this chapter 
Such total weight of drained fruit is de¬ 
termined by the following method: Tilt 
the opened container so as to distribute 
the contents evenly over the meshes of 
a circular sieve which has been previous I y 
weighed. The diameter of the sieve is 8 
inches if the quantity of contents of the 
container Is less than 3 pounds, and 12 
inches if such quantity is 3 pounds or 
more. The bottom of the sieve is woven- 
wire cloth which complies with the spec¬ 
ifications for such cloth set forth under 
“2380 Micron (No. 8)'* in Table I of 
“Standard Specifications for Sieves.’* 
published March 1. 1940, in L.C. 584 of 
the United States Department of Com¬ 
merce, National Bureau of Standards 
Without shifting the material on the 
sieve so incline the sieve as to facilitate 
drainage. Two minutes from the time 
drainage begins, weigh the sieve and 
drained fruit. The weight so found, less 
the weight of the sieve, shall be con¬ 
sidered to be the total weight of drained 
fruit. 

(2) If canned fruit cocktail falls below 
the standard of fill of container pre¬ 
scribed in paragraph (c> (1) of this sec¬ 
tion, the label shall bear the general 
statement of substandard fill specified in 
9 130.14(b) of this chapter, in the man¬ 
ner and form therein prescribed. 

§ 143.136 Artificially Mfreetrocd canned 
fruit cocktail. 

(a) Artificially sweetened canned fruit 
cocktail Is the food which conforms to 
the definition and standard of identity 
prescribed for canned fruit cocktail by 
1 145.135(a). except that in lieu of a 
packing medium specified In | 145 , 135 m) 

(3). the packing medium used is water 
artificially sweetened with saccharin, so¬ 
dium saccharin, or a combination of 
both. Such packing medium may be 
thickened with pectin and may contain 
any mixture of any edible organic salt 
or salts and any edible organic acid or 
acids as a flavor-enhancing agent, in a 
quantity not more than is reasonably re¬ 
quired for that purpose. 

(b) (D The specified name of the food 
is “artificially sweetened fruit cocktail ' 

(2) Artificially sweetened fruit cock¬ 
tail is subject to the requirements for 
label statement of optional ingredient* 
used, as prescribed for canned fruit cock¬ 
tail by 9 145.135(a). If the packing me¬ 
dium is thickened with pectin, the law* 
shall bear the statement “thickened with 
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pectin**. When any organic salt or acid 
or any mixture of two or more of these 
b added, the label shall bear the common 
or usual name of each such ingredient. 

§ ! Ill 10 Canned aretlle** grapr*, 

'a> Ingredients. Canned seedless 
prapes Is the food prepared from one of 
the fresh or previously canned optional 
grape ingredients specified in paragraph 
(b) of this section, which may be packed 
in one of the optional packing media 
specified In paragraph <c> of this section. 
Such food may also contain one, or 
any combination of two or more, of 
the following safe and suitable optional 
ingredients: 

ti> Natural and artificial flavors 

<2> Spice. 

i3» Vinegar, lemon juice, or organic 

acids. 

Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage. 

'b> Varietal types and styles. The op¬ 
tional grape ingredients referred to in 
paragraph (a) of this section are pre- 
'pared from stemmed grapes of the light 
or dark seedless varieties or from tin- 
stemmed clusters of such grapes. For the 
purposes of paragraph <d> of this section, 
the names of such optional grape ingredi¬ 
ents ore “light seedless grapes'* or “dark 
seedless grapes**, as the case may be, pre¬ 
ceded by the words “unstemmed clusters" 
where applicable. 

(O Packing media . U) The optional 
packing media referred to in paragraph 
(a) of this section, as defined In f 145.3 

are: 

'1» Water. 

Ui> Fruit juice*.s> and water. 

MU’ Fruit julce(s). 

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car¬ 
bohydrate sweetener(s) may be added. 
Sweeteners defined in * 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
In Part 168 of tills chapter shall comply 
with biach standard in lieu of any defini¬ 
tion that may appear In 1145.3. 

(2» When a sweetener Is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de¬ 
termined by the procedure prescribed in 
* U5.3'm) shall be designated by the ap¬ 
propriate name for the respective density 
ninges, namely: 

f l> When the density of the solution 
b less than 14 percent, the medium shall 
be designated as ‘‘slightly sweetened wa¬ 
ter"; or "extra light sirup"; “slightly 
sweetened fruit Juice(s) and water**: or 
slightly sweetened fruit juke's)*, as 
the case may be. 

01) When the density of the solution Is 
14 percent or more but less than 18 per- 
ce nt. the medium shall be designated as 
light sirup": “lightly sweetened fruit 
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Juice's) and water"; or “lightly sweet¬ 
ened fruit julce(s)", as the case may be. 

(lli> When the density of the solution 
Is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “heavy simp"; "heavily sweetened 
fruit Juice«s) and water**; or "heavily 
sweetened fruit juice's)", as the case 
may be. 

(iv) When the density of the solution 
Is 22 percent or more but not more than 
35 percent, the medium shall be desig¬ 
nated as “extra heavy simp"; "extra 
heavily sweetened fruit Juice(s) and 
water**; or “extra heavily sweetened fruit 
juice(s)", as the case may be. 

(d) Labeling requirements. (1) The 
name of the food is “seedless grapes.*' 
The name of the food shall also include 
a declaration of any flavoring that char¬ 
acterizes the product as specified in 
$ 101.22 of this chapter and a declara¬ 
tion of any spice or seasoning that char¬ 
acterizes the product; for example, 
“Spice added", or in lieu of the word 
"Spice”, the common name of the spice, 
or “Seasoned with lemon Juice". When 
two or more of the optional Ingredients 
specified in paragraph (a) (2) and (3) 
of this section are used, such words may 
be combined as for example, "Seasoned 
with elder vinegar, cloves, and cinna¬ 
mon oil*. 

(2) The color type and style of the 
grape ingredient as provided In para¬ 
graph (b) of this section and the name 
of the packing medium specified In para¬ 
graph (e) (1) and (2) of this section, 
preceded by "In" or "Packed in" or the 
words "solid pack**, where applicable, 
shall be included as part of the name 
or in close proximity to the name of the 
food. When the packing medium is pre¬ 
pared with a sweetener's) which imparts 
a taste, flavor or other characteristic 
to the finished food in addition to 
sweetness, the name of the packing me¬ 
dium shall be accompanied by the 
name of such sweetener's), as fpr ex¬ 
ample in the case of a mixture of brown 
sugar and honey, an appropriate state¬ 
ment would be "_sirup of 

brown sugar and honey** the blank to be 
filled in with the word “light", “heavy*', 
or "extra heavy" as the case may be. 
When the liquid portion of the packing 
media provided for In paragraph (c) (1) 
and (2) of this section consists of fruit 
juice's), such juice's) shall be desig¬ 
nated in the packing medium as; 

(1) In the case of a single fruit juice, 
the name of the juice shall be used In 
lieu of the word "fruit”; 

<li) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight sliall cither be used In lieu of 
the word “fruit" In the name of the 
packing medium, or be declared on the 
label as specified In paragraph (d>'3> 
of this section; and 

(ill) In the case of a single fruit juice 
or a combination of two or more fruit 
Juices any of which are made from con¬ 
centrate's). the words “from concen¬ 
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trate(s) ** shail follow the word “juice's) “ 
in the name of the packing medium and 
in the name's) of such juice's) when 
declared as specified in paragraph (d) 

(3) of this section. 

(3) Whenever the names of the fruit 
juices used do not appear in the name 
of the packing medium as provided in 
paragraph (d)(2) (ID of this section, 
such names and the words “from con¬ 
centrate**. as specified in paragraph <d) 
(2) (ill) of this section, shall appear in 
an Ingredient statement pursuant to 
the requirements of 1101.3(d) of this 
chapter. 

(4) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. 

5 143.113 Canned grapefruit. 

(a) Identity —(1) Product identifica¬ 
tion. Canned grapefruit is the food pre¬ 
pared from one of the optional grape¬ 
fruit ingredients specified In paragraph 
'a) (2) of this section and one of the 
optional packing media specified In para¬ 
graph (a)(3) of this section. Such food 
may also contain one or more of the 
following safe and suitable optional In¬ 
gredients: 

(1) Spices. 

(ii) Natural and artificial flavoring. 

(ill) Lemon Juice. 

(iv) Citric acid. 

(v) Calcium chloride or calcium lac¬ 
tate or a mixture of the two calcium salts 
In a quantity reasonably necessary to 
firm the grapefruit sections, but In no 
case in a quantity such that the cal¬ 
cium contained In such calcium salt or 
mixture is more than 0.035 percent by 
weight of the finished food. 

Such food Is sealed in a container and. 
before or after sealing, is so processed 
by heat as to prevent spoilage. 

(2) Optional grapefruit ingredient. 
The optional grapefruit Ingredients re¬ 
ferred to in paragraph (a)(1) of this 
section are prepared from sound, mature 
grapefruit (Citrus parodist Macfadycn) 
of the color types white—produced from 
white-fleshed grapefruit, and ’pink— 
produced from pink or red-fleshed grape¬ 
fruit and are In the following forms of 
units: Whole sections or broken sections. 
Each such form of units or a mixture of 
such forms of units prepared from a 
single varietal group 'color type) is an 
optional grapefruit ingredient. The core, 
seeds, and major portions of membrane 
of such ingredient are removed. For the 
purpose of this section, a grapefruit sec¬ 
tion is considered whole w*hen the unit 
is Intact or an Intact portion of such 
unit is not less than 75 percent of its 
apparent original size and is not exces¬ 
sively trimmed. 

(i) For the purpose of paragraph (a) 

(4) of this section, the name of the op¬ 
tional grapefruit ingredient is: 

(a) “Section" or “segments’*. If 50 per¬ 
cent or more of the drained weight of 
the food consists of whole sections. 

(b) "Broken sections*’ or "broken seg¬ 
ments". If less than 50 percent of the 
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drained weight of the food consists of refractometer, expressed as percent by 
whole sections. weight sucrose (degrees Brtx) with cor- 

<il) The drained weight is determined rectlon for temperature to the equiva- 
by the method prescribed in the stand- lent at 20* C (68* F), 15 days or more 
ard of fill of container for canned grape- after the grapefruit are canned or the 
fruit set forth in paragraph <c)(2) of blended homogenized slurry of the com- 
this section. minuted entire contents of the container 

(3) Packing media. (1) The optional if canned for less than 15 days, accord- 
packing media referred to lit paragraph ing to the "Official Methods of Analysis 
(a)(1) of this section are: of the Association of Official Analytical 

(a) Water Chemists”,* 11th Ed.. 1970. page 526. sec- 

<b) Grapefruit Juice and water. tion 31.011 (Solids) "By Means of Re- 

(c) Grapefruit Juice. fractometer—Official Final Action” (and 

Uf) Slightly sweetened sirup or slightly 47.012 and 47,015) without correction for 
sweetened water. invert sugar or other substances, arc as 


(e) Light sirup. 

</) Heavy sirup. 

<g> Slightly sweetened grapefruit Juice 
and water. 

<h) Lightly sweetened grapefruit juice 
and water. 

<0 Heavily sweetened grapefruit juice 
and water. 

(j) Slightly sweetened grapefruit Juice. 

(k) Lightly sweetened grapefruit Juice. 
<l) Heavily sweetened grapefruit 

juice. 

As used in paragraph (a)<3)(i) of tills 
section, the optional packing medium 
•* water” means, in addition to w r ater. 
any mixture of water and grapefruit 
juice In which there is less than 50 
percent grapefruit Juice; the optional 
packing medium "grapefruit juice and 
water” means the liquid packing 
medium in which Juice of mature 
grapefruit and water are combined 
as a liquid packing medium with not 
less than 50 percent grapefruit Juice 
and the term "grapefruit Juice” means 
single strength expressed Juice of sound, 
mature fruit. It may be fresh, canned, or 
made from concentrate. However. If it 
is made from concentrate, the juice shall 
be reconstituted with wrater to not less 
than the soluble solids the grapefruit 
Juice had before concentration. 

(Ii> Each of the packing media in para¬ 
graph (a) (3) (i> «f> to (1) of this section 
is prepared with a liquid ingredient and 
one or more safe and suitable nutritive 
carbohydrate sweeteners. Water is the 
liquid ingredient from which packing 
media in paragraph (a)<3Xi) <d> to (/) 
of this section arc prepared. Grapefruit 
juice and water are the liquid ingredi¬ 
ents from which the packing media in 
paragraph taM3)ii) (pi to <f> of this 
section are prepared. Grapefruit juice Is 
the liquid ingredient from which the 
packing media in paragraph (a>(3)(l> 
ij) to if) of this section are prepared. 
If one or more liquid nutritive carbohy¬ 
drate sweeteners and grapefruit juice are 
combined as a liquid packing medium 
with not less than 50 percent grapefruit 
juice, the packing medium is as set forth 
in paragraph (3) <i) <p) to (<> of this 
section. 

(ill) The respective densities of pack¬ 
ing media in paragraph (a) (3) (1) (d) to 

(I) of this section as measured on the 


follows; 

<a> Packing media in paragraph <a> 

<3»(i) (d). <g>. and if) of this section: 
Twelve percent or more but less than 16 
percent. 

<b> Packing media in paragraph (a> 
(3) <i> (c). (h).and <*> of this section: 
Sixteen percent or more but less than 18 
percent. 

(c) Packing media in paragraph <a> 
(3) (1) (/), <0. and <J» of this section: 
Eighteen percent or more. A lot shall be 
deemed to be hi compliance for packing 
medium density based on the average 
value for all the samplef> analyzed ac¬ 
cording to paragraph <b)<2> of this sec¬ 
tion but no container may have a value 
lower than that of the next lower cate¬ 
gory or 2 percent by weight sucrose (de¬ 
grees Brix) lower if no lower category 
exists. 

(4) Labeling requirements. <i> The 
name of the food is "grapefruit” or "pink 
grapefruit”, as appropriate for the color 
type of the grapefruit used. The name of 
the food shall also include a declaration 
of any flavoring that characterizes the 
product as specified in S 101.22 of this 
chapter and a declaration of any spice 
or seasoning that characterizes the prod¬ 
uct; for example, "with added spice”. 
Whenever the word "sirup” is used. It 
may be alternatively spelled "syrup”. 
When two or more of the optional Ingre¬ 
dients specified in paragraphs <a>< 1) (i>. 
<U>, and (ill) of this section are used, 
such words may be combined: for exam¬ 
ple. "with added cloves and cinnamon 
oil*. 

(ii> The form and style of the grape¬ 
fruit ingredient as provided for in para¬ 
graph <a> (2) of this section and the 
name of the packing medium as used in 
paragraph <a) (3) of this section pre¬ 
ceded by "In” or "Packed in” shall be 
included as part of the name. When the 
packing medium is prepared from con¬ 
centrated grapefruit juice, the words 
"from concentrate” shall follow the 
words "grapefruit Juice” in the name of 
the packing medium. 

<111> Each of the optional ingredients 
used shall be declared on the label as re- 


• Copies may be obtained from: Association 
of Official Analytical Chemists. P.O. Box 540. 
Benjamin Franklin Button, Washington, D.C, 
20044. 


qulred by the applicable sections of Part 
101 of this chapter. 

<b> Quality —(1) The standard or 
Quality for canned grapefruit is as 
follows: 

(l) The food is free from extraneous 
material such as leaves, portions of 
leaves, and pieces of peel. 

(il) The finished food contains per 500 
grams <17.6 ounces) not more than: 

(а) An aggregate area of 20 square 
centimeters (3.1 square inches) of tough 
membrane or albedo on the units. 

(б) Four developed seeds. A seed is 
considered a developed seed when it 
measures more than 9.0 millimeters <0.35 
inches) in any dimension. 

<ili> Not more than 15 percent by 
weight of the drained grapefruit may be 
blemished units. A blemished unit is a 
grapefruit section or any portion thereof 
which is damaged by lye peeling, by dis¬ 
coloration. or by other visible injury. 
The drained weight is determined by the 
method prescribed In the standard of fill 
of container for canned grapefruit set 
forth in paragraph (c) (2) of this section. 

(2> Sampling and acceptance proce¬ 
dure. A lot is to be considered acceptable 
when the number of "defectives” does 
not exceed the acceptance number In the 
sampling plans given in paragraph <b> 
(2) <U> of this section. 

<i> Definitions of terms to be used in 
the sampling plans in paragraph <b< <2* 
<U> of this section are os follows: 

ia) Lot . A collection of primary con¬ 
tainers or units of the same size, type 
and style manufactured or packed under 
similar conditions and handled as a sin¬ 
gle unit of trade. 

<b) Lof size. The number of primary 
containers or units in the lot. 

<c) Sample size ini. The total "lum¬ 
ber of sample units drawn for examina¬ 
tion from a lot. 

<d> Sample unit. A container, the en¬ 
tire contents of a container, a portion of 
the contents of a container, or a :om- 
posite mixture of product from small 
containers that is sufficient for the ex¬ 
amination or testing as a single unit 

<e) Defective. Any sample unit shall 
be regarded as defective when any of the 
defects or conditions specified in the 
quality standard (paragraph <b><!> m 
this section> and paragraph <c)<3)0« 
of this section for minimum fill of con¬ 
tainer are present in excess of the stated 
tolerances. 

</> Accepted number <c>. The maxi' 
mum number of defective sample unit-* 
permuted in the sample in order to con¬ 
sider the lot as meeting the specified 
requirements. 

ig) Acceptable quality level kAQL 
The maximum percent of defective sam- 
pie units permitted in a lot that will he 
accepted approximately 95 percent of the 
time. 
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Ul> Sampling plans and acceptance 

procedure: 
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‘3' IX the quality of canned grape¬ 
fruit fall* below the standard prescribed 
la paragraph (b)(1) of this section, the 
label shall bear the general statement 
oC 'iibstandard quality speciAed in 
S 130 14 a> of this chapter, in the man¬ 
ner and form therein speciAed; however, 
if the quality of the canned grapefruit 
(alia below standard with respect to only 
one of the factors of quality speciAed by 
paragraph (b)(1) (I), <ii>.or (illi of this 
section, there may be substituted for the 
second line of such general statement of 
substandard quality. ‘ Good Food—Not 
High Grade**, a new line as speciAed 
•fter the corresponding designation of 
paragraph (b)(1) of this section which 
the canned grapefruit fail to meet: 

M) Contain# extraneous material *. 

(li* (a) ' Excessive tough membrane '. 

Excessive seeds*. 

‘bl. Excessive blemished units'*. 

(c) Fill of container —(1) The stand¬ 
ard of mi of container for canned grape¬ 
fruit is: 

T* 1 * AH of grapefruit and packing 
“tedium, as determined by the general 
*°r All of container prescribed 
}? * 130.12(b) of this chapter, la not less 
90 percent of the total capacity of 
the container. 

ln li>The drained weight of grapefruit 
bjgrecnent is not less than 50 percent 
ff “Jf "*** capacity 7 of the container, 
5? determined by the method prescribed 
in paragraph (c> (2) of UUs section and 
mcthod i0T water capacity 

teiSS? prescrtbcd ln 113012 ‘ a) of 

thi 2 : P'**?* 1 wei « hl Is determined by 
we followta* method: Tilt the opened 
container so u to distribute Uic contents 


evenly over the meshes of & circular 
sieve w hich has previously been weighed. 
The diameter of the sieve is 20.3 centi¬ 
meters (8 Inches) if the quantity of con¬ 
tents of the container 1s less than 1.4 
kilograms (3 pounds) and 30.5 centi¬ 
meters (12 Inches) If such quantity is 
1.4 kilograms (3 pounds) or more. The 
bottom of the sieve is woven-wire cloth 
which* compiles with the spcciAcatlons 
for the No. 8 sieve set forth in the "DeA- 
nitions of Terms and Explanatory 
Notes,'* page xvili, of the ' Official Meth¬ 
ods of Analysis of the Association of Offi¬ 
cial Analytical Chemists"/ 11th Ed.. 1970. 
Without shifting the material on the 
sieve, incline the sieve at an angle of 17 u 
to 20 to facilitate drainage. Two minutes 
after the drainage begins, weigh the 
sieve and drained grapefruit. The weight 
so found, less the weight of the sieve, 
shall be considered to be the weight of 
the drained grapefruit. 

(3 Ml) A container that falls below the 
requirement for minimum All prescribed 
ln paragraph (0(1) (i) of this section 
shall be considered a "defective". The 
food will be deemed to fall below the 
standard of All when the number of de¬ 
fectives exceeds the acceptance number 
(c) in the sampling plans prescribed in 
paragraph (b) (2) of this section. 

(li) Canned grapefruit will be deemed 
to fall below the standard of All when 
the average drained weight of all con¬ 
tainers analysed when sampled accord¬ 
ing to the sampling plans prescribed in 
paragraph (b) (2) of this section is less 
than that prescribed in paragraph (c) 
<1)<A> of this section. 

(4) If canned grapefruit falls below* 
the standard of All of container pre¬ 
scribed In paragraph (c)(1) of this sec¬ 
tion, the label shall bear the statement 
of substandard All speciAed ln f 130.14 
(b> of this chapter, in the manner and 
form therein speciAed. 

§115.170 ('mmrd prarltn, 

<a> Identity —(1) Ingredients . Canned 
peaches Ls the food prepared from one 
of the fresh, frozen, or previously 
canned optional peach Ingredients 
Prunus persica L,, of commercial canning 
varieties, but excluding nectarine varie¬ 
ties, speciAed ln paragraph (a)(2) of 
this section, which may be packed as a 
solid pack or in one of the optional pack¬ 
ing media speciAed ln paragraph (a)(3) 
of this section. Such food may aLso con¬ 
tain one. or any combination of two or 
more, of the following safe and suitable 
optional Ingredients: 

(I) Natural and artiAclal flavors 

(II) Spice. 

(III) Vinegar, lemon Juice, or organic 
acids. 

(iv> Peach pits, except In the cases of 
peeled whole peaches, ln a quantity not 
more than i peach pit to each 227 grams 
(8 ounces) of finished canned peaches. 

(v) Peach kernels, except in the cases 
of peeled w’hole peaches and except when 

• Copies may be obtained from: Association 
of Offlctal Analytical Chemists, P.O. Box 640, 
Benjamin Franklin Station, Washington, D C. 
20044 


the optional Ingredient In paragraph (a) 

(I) (lv) of this section Is used. 

(vi) Ascorbic acJd In an amount no 
greater than necessary to preserve color. 
Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage. 

(2) Varietal types and styles. The 
optional peach ingredients referred to ln 
paragraph (a) (1) of this section are 
prepared from mature peaches of the fol¬ 
lowing optional varietal and color types 
and styles of peach ingredients; namely: 

(i> The optional varietal types, (a) 
Freestone Ls the distinct varietal type 
where the pit separates readily from the 
flesh. 

<b> Clingstone is the distinct varietal 
type where the pit adheres to the flesh. 

(il) The optional color types —(a) 
Yellow —the varietal types ln which the 
predominant color ranges from pale yel¬ 
low to rich red orange. 

(b) White —the varietal types In which 
the predominant color ranges from white 
to yellow-white. 

(e) lied —the varietal types ln which 
the predominant color ranges from pale 
yellow to orange red and with variegated 
red coloring other than that associated 
with the pit cavity. 

<d> Green —varietal types ln which the 
flesh has a green tint even when mature. 

(ill) The optional styles of the peach 
ingredients—(a) Whole—Consisting of 
whole peeled unpitted peaches. 

(b> Halves —consisting of peeled pitted 
peaches cut into two approximately 
equal parts. 

(c) Halves and pieces—consisting of 
a mixture in which the halves will be 
more than 50 percent by weight. 

<d> Quartered —consisting of peeled 
pitted peaches cut into four approxi¬ 
mately equal parts. 

(e) Sliced —consisting of peeled pitted 
peaches cut into wedge-shaped sectors. 

(/) Diced —consisting of peeled pitted 
peaches cut Into cube-Uk© parts. 

(g) Pieces or irregular pieces— con¬ 
sisting of peeled pitted peaches of Irreg¬ 
ular shapes and sizes 

(3) Packing media. (1) *nie optional 
packing media referred to in paragraph 
(a)(1) of this section, as defined ln 
9 145.3 are: 

(a) Water 

(b> Fruit juice<s> and water. 

(c) Fruit Juice(s>. 

Such packing media may be used as such 
or any one or any combination of two or 
more safe and suitable nutritive carbo¬ 
hydrate swcetener(s) may be added. 
Sweeteners defined in « 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 188 of this chapter shall comply 
with such standard ln lieu of any defini¬ 
tion that may appear In I 145.3. 

(II) When a sweetener is added as a 
port of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium, expressed as percent by 
weight of sucrose (degrees Brtx) as de¬ 
termined by the procedure prescribed ln 
9 145.3(m), shall be designated by the 
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appropriate name for the respective den¬ 
sity ranges, namely: 

(a) When the density of the solution 
Is ID percent or more but less than 14 
percent, the medium shall be designated 
as “slightly sweetened water’*; or “extra 
light sirup”; “slightly sweetened fruit 
Juice(s) and water”; or “slightly sweet¬ 
ened fruit juice(s) “, as the case may be. 

Cb) When the density of the solution 
is 14 percent or more but less than 18 
percent the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
Julcc(s) and water”; or “lightly sweet¬ 
ened fruit juiced)”, as the case may be. 

(c) When the density of the solution 
Is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “heavy sirup”; •'heavily sweetened 
fruit juiced) and water”; or "heavily 
sweetened fruit Juiced)”, as the case 
may be. 

(d> When the density of the solution 
Is 22 percent or more but not more than 
35 percent, the medium shall be desig¬ 
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit Juiced) and 
water”; or “extra heavily sweetened fruit 
juiced) as the case may be. 

(4) Labeling requirements <D The 
name of the food Is “peaches”. The op¬ 
tional varietal type as set forth in para¬ 
graph (a) (2) Cl) of this section shall be a 
part of the name. The name of the food 
shall also Include a declaration of any 
flavoring that characterises the prod¬ 
uct as specified in f 101.22 of this chapter 
and a declaration of any spice or season¬ 
ing that characterises the product; for 
example. “Spice added” or in lieu of 
the word •'Space”, the common name of 
the spice. “Seasoned with vinegar” or 
“Seasoned with peach kernels”. When 
two or more of the optional Ingredients 
specified in paragraph (aHl)di) 
through (v) of this section are used, such 
words may be combined as for example, 
“Seasoned with cider vinegar, cloves, cin¬ 
namon oil and peach kernels". • 

(M) The color type and style of the 
peach Ingredient as provided in para¬ 
graph (a) (2) <ii) and <111) of this section 
and the name of the packing medium 
specified In paragraph (a» *3) Cl) and <ii> 
of this section, preceded by “In” or 
“Packed In” or the words “solid pack”, 
where applicable, shall be included as 
part of the name or in close proximity to 
the name of the food, except that pieces 
or irregular pieces shall be designated 
“Pieces”, “Irregular pieces”, or “Mixed 
pieces of Irregular sixes and shapes”. 
“Halves” may be alternately designated 
as “Halved”. “Halves and pieces” as 
“Halved and pieces”, “Quartered” as 
“Quarters”. “Sliced” as “Slices”, and 
“Diced” as “Dice”. The terms * Cling” and 
“Free” may be used as optional designa¬ 
tions for “Clingstone” and “Freestone” 
respectively. When the packing medium 
is prepared with a sweetener < «> which 
Imparts a taste, flavor, or other charac¬ 
teristic to the finished food in addition to 
sweetness, the name of the packing 
medium shall be accompanied by the 
name of such sweetener(s), as for ex¬ 
ample in the case of a mixture of brown 
sugar and honey, an appropriate state¬ 


ment would be “_sirup of brown 

sugar and honey” the blank to be filled in 
with the word “light”, “heavy”, or “extra 
heavy” as the case may be. When the 
liquid portion of the packing media pro¬ 
vided for in paragraph (a) (3) (i) and 
(11) of this section consists of fruit 
Juice (s). such juice (s) shall be desig¬ 
nated In the name of the packing me¬ 
dium as; 

(a) In the case of a single fruit Juice, 
the name of the Juice shall be used in lieu 
of the word “fruit”; 

<b) In the case of a combination of 
two or more fruit juices, the names of the 
Juices in the order of predominance by 
weight shall either be used in lieu of the 
word “fruit” in the name of the packing 
medium, or be declared on the label as 
specified in paragraph (a) (4 m ill) of this 
section; and 

(c) In the case of a single fruit Juice 
or a combination of two or more fruit 
juices any of which are made from con¬ 
centrate (s), the words “from concen¬ 
trate (s) “ shall follow the word ”juice(s) “ 
In the name of tlie packing medium and 
in the namc(s) of such julce(s) when 
declared as specified in paragraph (a) (4) 
(ill) of this section. 

(ill) Whenever the names of the fruit 
Juices used do not Appear in the name 
of the packing medium as provided In 
paragraph (a) (4) (ii) <b) of this section, 
such names and the words “from con¬ 
centrate", as specified In paragraph (a) 
(4) (11) (c) of this section, shall appear in 
an ingredient statement pursuant to the 
requirements of i 101.3(d) of this chap¬ 
ter. 

(lv) Each of the optional Ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter. 

(b) Quality —(1) The standard of 
quality for canned peaches is as follows: 

(I) AH units tested in accordance with 
the method prescribed In paragraph <b> 
of this section are pierced by a weight of 
not more than 300 grams. 

(II) In the cases of halves and quarters, 
the weight of each unit is not less than 
% ounce and fa ounce, respectively. 

(ill) In the* cases of whole peaches, 
halves, and quarters, the weight of the 
largest unit in the container is not more 
than twice the weight of the smallest 
unit therein. 

<iv) Except in the case of un peeled 
peaches, there is present in the finished 
canned peaches not more than 1 square 
inch of peel per each 1 pound of net 
contents. 

(v) Not more than 20 percent of the 
units in the container are blemished 
with scab, hail injury, discoloration, or 
other abnormalities. 

tvt) In the cases of whole peaches, 
halves, quarters, and slices, all units are 
un trimmed, or are so trimmed as to pre¬ 
serve normal shape. 

(viD Except in the case of mixed pieces 
of irregular sizes and shapes, not more 
than 5 percent of the units In a container 
of 20 or more units, and not more than 
one unit In a container of less than 20 
units, are crushed or broken. (A unit 
which has lost Its normal shape because 


of ripeness and which bears no marie of 
crushing shall not be considered to be 
crushed or broken.) 

(2) Canned peaches shall be tested by 
the following method to determine 
whether or not they meet the require¬ 
ments of paragraph (b)(l)(l) of thk 
section: So trim a test piece from the 
unit as to fit, with peel surface up, Into a 
supporting receptacle. If the unit Is of 
different firmness in different parts of 
its peel surface, trim the piece from the 
firmest part. If the piece is impeded, 
remove the peel. The top of the rccepU- 
cle is circular in shape, of IVb Inch© 
Inside diameter, with vertical sides; or 
rectangular in shape, % Inch by 1 inch 
inside measurements, with ends vertical 
and sides sloping downward and Joining 
at the center at a vertical depth of ** 
inch. Use the circular receptacle for 
testing units of such size that a test piece 
can be trimmed therefrom to fit it. Use 
tlie rectangular receptacle for testing 
other units. Test no unit from which a 
test piece with rectangular peel surface 
at least Vi inch by 1 inch cannot be 
trimmed. Test the piece by means of a 
round metal rod inch In diameter. To 
the upper end of the rod Ls affixed a de¬ 
vice to which weight can be added. The 
rod tv held vertically by a support 
through which it can freely move upward 
or downward. The lower end of the rod 
is a plane surface to which the verticil 
axis of the rod Is perpendicular. Adjust 
the combined w f eight of the rod and de¬ 
vice to 100 grams. Set the receptacle so 
that the surface of the test piece is held 
horizontally. Lower the end of the rod 
to the approximate center of such sur¬ 
face. and add weight to the device at» 
uniform, continuous rate of 12 grams per 
second until the rod pierces the lest 
piece. Weigh the rod and weighted de¬ 
vice. Test ail units in containers of 50 
units or less, except those units too ftmall 
for testing or too soft for trimming. Tent 
at least 50 units, taken at random, in 
containers of more than 50 units: but If 
less than 50 units are of sufficient size 
and firmness for testing, test those which 
are of sufficient size and firmness. 

(3) If the quality of canned peaches 
falls below the standard prescribed in 
paragraph <b> <D of this section, the la¬ 
bel shall bear the general statement of 
substandard quality specified in 1 130.14 
<a) of this chapter. In the manner and 
form therein specified: but in iieu of such 
general statement of substandard qual¬ 
ity the label may bear the alternative 
statement “Below Standard In Quality 

_the blank to be filled in with 

the words specified after the correspond¬ 
ing number of each clause of paragraph 
(b) (1) of this seetton which such canned 
peaches fall to meet, as follows: <l> "Not 
tender”; <ii> “Small halves” or “SmaU 
quarters", os the case may be: 
“Mixed 8izcs”; (lv) “Not well peeled : 
<v> “Blemished”; <vi> “Unevenly 
trimmed”: (vii> “Partly crushed or 
broken”. 8uch alternative statement 
shall immediately and conspicuously 
precede or follow, without intervening 
written, printed, or graphic matter, the 
name “peaches” and any words and 
statements required or authorized to ap- 
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pear with such name by paragraph 
ia) <2> of this section. 

*c> Fill of container — (1) The stand- 
xrd of fill of container for canned 
peaches is the maximum quantity of the 
optional peach Ingredient that can be 
sealed In the container and processed by 
hoot to prevent spoilage, without crush¬ 
ing or breaking such ingredient. 

1 2> If canned peaches fall below the 
standard of Oil of container prescribed 
in paragraph (c) (1) of this section, the 
label .shall bear the general statement 
of substandard Oil specified in i 130.14 
<b» of this chapter, in the manner and 
form therein specified. 

§ 1 15.171 Artificially •*rclrm t d nmm<l 
prarticft* 

(a) Artificially sweetened canned 
peaches is the food which conforms to 
the definition and standard of identity 
prescribed for canned peaches by 9 145.- 
170<a>, except that in lieu of a packing 
medium specified In 9 145.170(a) (3). the 
packing medium used Is water Artificially 
sweetened with saccharin, sodium sac¬ 
charin, or a combination of both. Such 
packing medium may be thickened with 
pectin and may contain any mixture of 
any edible organic salt or salts and any 
edible organic acid or acids as a flavor- 
enhancing agent. In a quantity not more 
than is reasonably required for that 
purpose. 

<b> (1) The specified name of the food 

is “artificially sweetened-", the 

blank being filled in with the name pre¬ 
scribed by 9 145.170(a) for canned 
peaches having the same optional peach 
Ingredient. 

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional Ingredients used, 
as prescribed for canned peaches by 
1 145 170(a). If the packing medium is 
thickened with pectin, the label shall 
bear the statement “thickened with 
pecfcln“. When any organic salt or acid 
or any mixture of two or more of these 
is added, the label shall bear the common 
or usual name of each such ingredient. 

'5 MS. 173 ( tinned prurltc* *itl« mm. 

Canned peaches with mm conforms 
to the definition and standard of iden¬ 
tity. and is subject to the requirements 
for label statement of optional ingredi¬ 
ents. prescribed for conned peaches by 
1 145.170(a) except that it contains 
added rum in such amount that its alco¬ 
hol content is more than 3 percent but 
less than 5 percent by weight. 

5 113.173 (tinned pours, 

<«) Identity—(D Ingredients . Canned 
wars is the food prepared from one of 
the fresh or previously canned optional 
Pear ingredients Pyrus communis or Py- 
rjf * in *n*is specified in paragraph <a) 
of this section which may be packed 
m one of the optional packing media 
reified in paragraph (a)(3) of this 
section. Such food may also contain one. 
rf any combination of two or more, of 
tije following safe and suitable optional 
lI ^redients. 

i ’ Natural and artificial flavors. 

ill) Spice. 
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(111) Vinegar, lemon juice, or organic 
acids. 

(iv) Artificial colors. 

Such food is sealed In a container and 
before or after sealing is so processed by 
heat as to prevent spoilage. 

(2) Styles and forms of units , The op¬ 
tional pear styles and forms of units re¬ 
ferred to in paragraph (a)(1) of this 
section are: 

U> Whole. 

<11* Halves. 

(ill) Quarters. 

(iv) Slices. 

(V) Diced. 

(vl) Pieces or irregular pieces. 

Each such ingredient Is peeled, except 
whole and halves may be. alternatively, 
unpeeled. Except In the case of whole 
pears, each such ingredient is cored. 

(3) Packing media. (1) The optional 
packing media referred to in paragraph 
(a)(1) of this section, as defined in 
1 145.3 are: 

(a) Water. 

<5> Fruit Julce(s) and water. 

(c) Fruit juiceis). 
ld> Clarified Juice. 

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car¬ 
bohydrate sweetenerd) may be added. 
Sweeteners defined in 9 145.3 shall bo as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of Identity has been established 
in Part 163 of this chapter shall comply 
with such standard in lieu of any defini¬ 
tion that may appear in 9 145.30. 

(ii> If the concentration of clarified 
juice is such that the packing medium 
forms to the density range for one of the 
sirups under paragraph (a) (3> (ii> (a), 
<b>. CO. or (d> of this section, the con¬ 
centrated clarified Juice is considered to 
be light sirup, heavy sirup, or extra heavy 
simp, as the case may be. When a 
sweetener is added as a part of any 
such liquid packing medium, the density 
range of the resulting packing medium 
expressed as percent by weight of sucrose 
(degrees Brix) as determined by the pro¬ 
cedure in 9 145.3 (m) shall be designated 
by the appropriate name for the respec¬ 
tive density ranges, namely: 

(o) When the density of the solution 
Is less than 14 percent, the medium shall 
be designated as “slightly sweetened 
water”; or “extra fight sirup”; “slightly 
sweetened fruit julce(s) and water”; or 
“slightly sweetened fruit Juice(s) ”, as the 
case may be. 

(b> When the density of the solution 
is 14 percent or more but less than 18 
percent, the medium shall be designated 
as “fight sirup”; “lightly sweetened fruit 
Juiced) and water**; or “lightly sweet¬ 
ened fruit Juiced)” as the case may be. 

(c> When the density of the solution 
Is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “heavy sirup'*; “heavily sweetened 
fruit Juice(s) and water"; or “heavily 
sweetened fruit Juice(s) as the case may 
be. 

> When the density of the solution 
Is 22 percent or more but not more than 
35 percent, the medium shall be desig- 
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noted as “extra heavy sirup’*; “extra 
heavily sweetened fruit Juice(s) and 
water”; or “extra heavily sweetened 
fruit Juice is) as the case may be. 

(4) Labeling requirements. (1) The 
name of the food is “pears”. The name of 
the food shall also include a declaration 
of any fiavoring that characterizes the 
product as specified in 9 101.22 of this 
chapter and a declaration of any spice 
or seasoning that characterizes the prod¬ 
uct; for example. “Spice Added”, or in 
lieu of the word ‘ Spice", the common 
name of the spice. “Seasoned with Vine¬ 
gar”. When two or more of the optional 
ingredients specified in paragraph (a) 
(1) (11) and (111) of this section are used, 
such words may be combined as for ex¬ 
ample, “Seasoned with cider vinegar, 
cloves, and cinnamon oil". 

(U) The style and forms of units of 
the pear ingredient as provided in para¬ 
graph (a)(2) of this section and the 
name of the packing medium specified 
in paragraph (a) (3) (i> and (11) of this 
section, preceded by “In" or “Packed In” 
or the words “solid pack", where appli¬ 
cable. shall be Included as part of the 
name or In close proximity to the name of 
the food, except that pieces or Irregular 
pieces shall be designated “Pieces", “Ir¬ 
regular pieces”, or “Mixed pieces of ir¬ 
regular sizes and shapes”. The style of 
the pear ingredient shall be preceded or 
followed by “Unpeeled” when the units 
are whole or halves and are unpeeled. 
“Halves” may be alternatively designated 
as “Halved”, “Quarters” as “Quartered". 
“Slices’* as “Sliced”, and “Diced” as 
“Dice”. When the packing medium Is 
prepared with a swectener(s) which im¬ 
parts a taste, flavor or other character¬ 
istic to the finished food in addition to 
sweetness, the name of the packing 
medium shall be accompanied by the 
name of such sweetener(s). as for 
example in the case of a mixture of 
brown sugar and honey, an appro¬ 
priate statement would be “_ 

sirup of brown sugar and honey” the 
blank to be filled in with the word 
"fight", “heavy”, or “extra heavy”, as the 
case may be. When the liquid portion of 
the packing media provided for In para¬ 
graph (a)(3) (i) and (ii) of this section 
consists of fruit Julce(s), such Juice(s) 
shall be designated in the name of the 
packing medium as: 

(а) In the case of a single fruit Juice, 
the name of the juice shall be used In 
lieu of the word “fruit”; 

(б) In the case of a combination of 
two or more fruit Juices, the names of 
the Juices in the order of predominance 
by weight shall either be used In lieu of 
the word “fruit” In the name of the 
packing medium, or be declared on the 
label os specified In paragraph (a)(4) 
(ill) of this section; and 

(c) In the case of a single fruit Juice 
or a combination of two or more fruit 
Juices any of which are made from con¬ 
centrated), the words “from concen¬ 
trated)” shall follow the word “juiced) ” 
In the name of the packing medium and 
in the named) of such juiced) when 
declared as specified in paragraph (a) (4) 
(ill) of this section. 
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(111) Whenever the names at the fruit 
juices used do not ai^pcar In the name of 
the packing medium aa provided in para¬ 
graph (a) (4) <U) (b) of this section, such 
names and the words “from concen¬ 
trate**. as specified in paragraph (a) (4) 
(11) <c> of this section, shall appear In an 
ingredient statement pursuant to the re¬ 
quirements of } 101.3(d) of this chapter. 

(hr) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. 

(b) Quality —(1) The standard of 
quality for canned pears is as follows: 

(1) All units tested in accordance with 
the method prescribed In paragraph <b) 

(2) of this section are pierced by a weight 
of not more than 300 grains. 

(11) In the cases of halves and quar¬ 
ters, the weight of each unit is not less 
than % ounce and *4o ounce, respec¬ 
tively. 

(Iti) In the cases of whole pears, 
halves, and quarters, the weight of the 
largest unit in the container is not more 
than twice the weight of the smallest 
unit therein. 

dr) Except in the case of unpeeled 
pears, there Is present in the finished 
canned pears not more than 1 square 
inch of peel per each 1 pound of net 
contents. 

(▼) Not more than 20 percent of the 
units in the container are blemished 
with scab, hall Injury, discoloration, or 
other abnormalities. 

(vi) In the cases of whole pears, 
halves, and quarters, all units are un- 
trimmed, or are so trimmed os to pre¬ 
serve normal shape. 

(vli) Except in the case of mixed 
pieces of irregular sizes and shapes, not 
more than 10 percent of the units In a 
container of 10 or more units, and not 
more than 1 unit In a container of less 
than 10 units, are crushed or broken. 
(A unit which has lost its normal shape 
because of ripeness and which bears no 
mark of crushing shall not be considered 
to be crushed or broken.) 

(2) Canned pears shall be tested by 
the following method to determine 
whether or not they meet the require¬ 
ments of paragraph (a) (1) of this 
section: So trim a test piece from the 
unit as to fit. with peel surface up. into a 
supporting receptacle. If the unit is of 
different firmness in different parts of 
Its peel surface, trim the piece from the 
firmest part. If the piece is unpeeled re¬ 
move the peel. The top of the receptacle 
Is circular in shape of 1% inches inside 
diameter, with vertical sides: or rectan¬ 
gular in shape, x * inch by 1 inch inside 
measurements, with ends vertical and 
sides sloping downward and joining at 
the center at a vertical depth of % Inch. 
Use the circular receptacle for testing 
units of such size that a test piece can 
be trimmed therefrom to fit it. Use the 
rectangular reccp table for testing other 
units. Test no unit from which a test 
piece with rectangular peel surface at 
least ‘/a inch by I inch cannot be 
trimmed. Test the piece by means of a 
round metal rod %a inch In diameter. 
To the upper end of the rod is affixed a 
device to which weight can be added. 


The rod Is held vertically by a support 
through which it can freely move upward 
or downward. The lower end of the rod 
is a plane surface to which the vertical 
axis of the rod Is perpendicular. Adjust 
the combined weight of the rod and de¬ 
vice to 100 grams. Set the receptacle so 
that the surface of the test piece is held 
horizontally. Lower the end of the rod 
to the approximate center of such sur¬ 
face. and add weight to the device at a 
uniform, continuous rate of 12 gram* per 
second until the rod pierces the test 
piece. Weigh the rod and weighted de¬ 
vice. Test all units in container* of 50 
units or less, except those units too small 
for testing or too soft for trimming. 
Test at least 50 units, token at random. 
In containers of more than 50 units: but 
if less than 50 units are of sufficient size 
and firmness for testing, test those which 
are of sufficient size and firmness. 

(3) If the quality of canned pears 
falls below the standard prescribed in 
paragraph (b)(1) of this section, the 
label shall bear the general statement of 
substandard quality specified in I 130.14 
(a) of this chapter In the manner and 
form therein specified; but In lieu of 
such general statement of substandard 
quality, the label may bear the alterna¬ 
tive statement 'Below standard in qual¬ 
ity _", the blank to be filled in with 

the words specified after the correspond¬ 
ing number of each subparagraph of 
paragraph (a) of tills section which 
such canned pears fail to meet, as fol¬ 
lows: (1) ‘Not tender”; <ii> ‘Small 
halves" or "Small quarters," as the case 
may be; Uii) "Mixed sizes"; (iv) "Not 
well peeled"; (v) "Blemished"; (vi) "Un¬ 
evenly trimmed"; (vli) "Partly crushed 
or broken". Such alternative statement 
shall immediately and conspicuously pre¬ 
cede or follow, without intervening writ¬ 
ten, printed, or graphic matter, the 
name "pears" and any words and state¬ 
ments required or authorized to appear 
with such names by paragraph (a) (2) of 
this section. 

(c) Fill of container —(l) The stand¬ 
ard of fill of container for canned pears 
is the maximum quantity of the optional 
pear Ingredient that can be sealed in the 
container and processed by heat to pre¬ 
vent spoilage, without crushing or break¬ 
ing such ingredient 

(2) If canned pears fall below the 
standard of fill of container prescribed in 
paragraph (cXl) of this section, the 
label shall bear the general statement 
of substandard fill specified in f 130.14 
<b) of this chapter, in the manner and 
form therein specified. 

S 145.176 Artificially •'•ertrard raimed 
pear*. 

(a) Artificially sweetened canned 
pears is the food which conforms to the 
definition and standard of Identity pre¬ 
scribed for canned pears by ! 145.175(a) 
except that in lieu of a pocking medium 
specified in f 145.175(a) (3), the packing 
medium used is water artificially sweet¬ 
ened with saccharin, sodium saccharin, 
or a combination of both. Such packing 
medium may be thickened with pectin 
and may contain any mixture of any 
edible organic salt or salts and any edible 


organic acid or acids as a flavor- 
enhancing agent, in a quantity not more 
than is reasonably required for that pur¬ 
pose. 

(b) (1) The specified name of the food 

is "artificially sweetened-", the 

blank being filled in with the name pre¬ 
scribed by i 145.175(a) for canned pear* 
having the same optional pear ingredi¬ 
ent. 

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredient* used, 
as prescribed for canned pears by i 145.- 
175(a). If the packing medium is thick¬ 
ened with pectin, the label shall bear the 
statement "thickened with pectin". When 
any organic salt or acid or any mixture 
of two or more of these is added, the label 
shall bear the common or usual name 
of each such ingredient. 


§ 145.178 Canard peart *itli rum. 

Canned pears with rum conform! 
to the definition and standard of iden¬ 
tity. and is subject to the requirement* 
for label statement of optional ingre¬ 
dients. prescribed for canned pears by 
I 145.175(a). except that it contains 
added rum in such amount that its al¬ 
cohol content Is more than 3 percent but 
less than 5 percent by weight. 


$ 145.180 Canned pineapple. 


<a> Identity— (1) Canned pineapple to 
the food prepared from one of the fol¬ 
lowing optional forms of units obtained 
from peeled, cored, mature fruits of the 


pineapple plant: 

(l) Sliced, slices; consisting of whole 
circular slices cut across the axis of the 


peeled, cored fruit cylinders. 

<ii) Half sliced, half slices; consisting 
of semicircular halves of slices. A unit 
that is •approximately one-half slice Is 
considered to be a half slice. 

(ill) Broken sliced, broken slices; con¬ 
sisting of arc-shaped portions cut or 
broken from slices, which portions are 
not uniform in size or shape. 

Uv> Tidbits; consisting of sectors cut 
from slices. Tidbits are reasonably uni¬ 
form In size and shape; they are pre¬ 
dominantly from ^io-lnch to Hi-inch 
thick and. except for an occasional units 
each sector is not larger than one-sixth 
of the slice from which cut. 

<v> Chunks; consisting of short, thlc* 
pieces cut from thick slices or from 
peeled, cored fruit. Chunks may or may 
not be symmetrical or uniform In shape 
and size. Predominantly, the units have 
a thickness greater than ^-inch. a wm* 1 
greater than fyn-lnch. but a longest di¬ 
mension (along any edge) not greater 


than lVi inches. a # . 

(vi) Cubes, diced: consisting of cube¬ 
shaped pieces cut from slices or from 
peeled, cored fruit. Except for an oc¬ 
casional unit, the longest dimenaion 
(along any edge) of each unit is no 
greater than tyo-lnch. 

(vli) Spears, fingers: consisting of long, 
slender pieces cut parallel to the con? 
axis from peeled cored fruit cylinder* 
The units are not larger than onc-sttwi 
of the cylinder from which they are cut* 
•_.1__ #11 ‘- 






long. 
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(vtll) Crushed; consisting of shredded 
or finely cut pieces of fruit flesh. 

The optional forms of units specified 
by paragraphs (a)(1) (1) through (vll) 
of this section are canned with one of 
the optional packing media specified In 
paragraph (a) (2) of this section. The op¬ 
tional form of unit specified by para¬ 
graph (a) (1) Cvill) of this section may be 
tunned with one of the optional packing 
media specified in paragraph (a) (2) (il) 
through (vl) of this section or with one 
of the optional sweetening ingredients 
specified in paragraph (aX4> of this 
section. Canned pineapples may be fla¬ 
vored or seasoned with one or more of 
the optional ingredients specified In 
paragraph (a) (5) of this section. In the 
canning of pineapple, d im ethyl poly si- 
Ioxane complying with the requirements 
of f 173.340 of this chapter may be 
employed as a defoaming agent in an 
amount not greater than 10 parts per 
million by weight of the finished food. 
Such food Is sealed In containers, and Is 
so processed by heat, either before or 
after sealing, as to prevent spoilage. 

(2) The optional packing media re¬ 
ferred to in paragraph (aXl) of this 
section are: 

(1) Water. 

<ii> Pineapple Juice. 

(Ill) Clarified Juice. 

(iv) Light sirup. 

(v) Heavy sirup. 

(vl) Extra heavy sirup. 

(3) For the purposes of this section: 

(i) Pineapple Juice conforms to the 

definition and standard of identity for 
unsweetened pineapple Juice as specified 
in 1 146.165(a) of this chapter, except 
that it is not required to be separately 
sealed in containers and so processed by 
heat as to prevent spoilage. Clarified 
Juice is the liquid collected from cutting 
various form of units from pineapple 
fruits, or the liquid expressed wholly or 
In part from pineapple cores, shells, or 
from pineapple flesh or parts thereof, 
which liquid is clarified and may be fur¬ 
ther refined or concentrated; but if the 
concentration is such that the packing 
medium conforms to the density range 
for one of the sirups hereinafter speci¬ 
fied. such concentrated liquid is consid¬ 
ered to be light sirup, heavy sirup, or 
extra heavy sirup, as the case may be. 

(ii> Except as the concentrated clari¬ 
fied juice is considered to be a sirup pack¬ 
ing medium as above provided* each of 
the packing media light sirup, heavy 
sirup and extra heavy sirup consist of an 
optional sweetening ingredient as spec¬ 
ified in paragraph (a) (4> of this section, 
dissolved in one or any mixture of two 
or more of the liquids designated in para¬ 
graphs (a) (2) (i).<h>, and (ill) of this 
section. The sirup packing media have 
respective densities as determined by the 
method specified in “Official Methods of 
Analysis of the Association of Official 
Agricultural Chemists." Eighth Edition, 
on page 533. under the heading “Solids— 
By Means of Spindle—Official." [ Ed. note 
10th edition 1965. p. 486, sec. 29.0091. 
filing the Brix hydrometer 15 days or 
more after the pineapple is canned. 
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which are within the ranges specified 
for each in the following list: 

Parking medium Brix measurement 

Light simp___ 14* or more but le« 

than 18*. 

Heavy sirup_.... 18* or more but lean 

than 32*. 

Extra heavy sirup_ 32" or more but not 

more than 35*. 

Oil) In the case of crushed pineapple 
(paragraph (a) UMvili) of this section), 
the Juice resulting from cutting or shred¬ 
ding the pineapple flesh is considered to 
be pineapple Juice, without regard to 
whether it has or has not been drained 
away from the pieces of pineapple. 

(4) The optional sweetening ingredi¬ 
ents referred to in paragraphs <a> (1) 
and (3) of this section are: 

<1) Sugar. 

(11) Invert sugar sirup. 

(ill) Any mixture of optiouul sweet¬ 
ening ingredients designated In para¬ 
graph (a)(4) (1) and (U) of this section. 

(iv) Any of the optional sweetening In¬ 
gredients designated in paragraph (a) 
(4) (1), (il), and (lii) of this section with 
dextrose, provided that the weight of 
the solids of dextrose does not exceed 
one-third of the total weight of the solids 
of the combined sweetening ingredients. 

(v) Any of the optional sweetening 
ingredients designated In paragraph (a> 
(4) (1), (11). and till) of this section with 
com sirup or with dried com sirup or 
with glucose sirup or with dried glucose 
sirup, or with any two or more of these, 
provided that the weight of the solids 
of com sirup, dried com sirup, glucose 
sirup, dried glucose sirup or the sum of 
the weights of the solids of com sirup, 
dried com $irup. glucose sirup, and dried 
glucose sirup, in case tw*o or more of 
these are used, docs not exceed one- 
fourth of the total weight of the solids 
of the combined sweetening ingredients. 

(vl) Any mixture of the optional In¬ 
gredients designated in paragraph (a) 
(4> (hr) and (v) of this section. 

(5) The optional Ingredients referred 
to in paragraph <aXi) of tills section 
are as follows: 

<i) 8plce. 

(11) Flavoring, other than artificial 
flavoring. 

(ill) A vinegar. 

(8) The name of the canned pineapple 
prepared from each of the optional forms 
of pineapple Ingredient specified In 
paragraph (a) (1) of this section Is as 
follows: 

(1) If the optional form is one desig¬ 
nated In paragraph (a)(1) (i) to (vll). 
Inclusive, of this section, the name is 
'•pineapple", preceded or followed, for 
each of the Indicated optional forms of 
units, by the words here specified: 

( 0 ) “Sliced" or “slices". 

(b) “Half sliced" or “half slices". 

(c) "Broken sliced" or “broken 
slices". 

(d) "Tidbits*. 

(e) “Chunks". 

(/) “Cubes" or “diced". 

(p> “Spears" or “fingers"* 

(il) If the optional form Is one desig¬ 
nated In paragraph (aXlXvlii) of this 
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section, the name is “pineapple", pre¬ 
ceded or followed by the word "crushed". 
If the crushed pineapple, when drained 
by the method specified In paragraph 
(b) (2) (1) of this section, yields not less 
than 73 percent but less than 78 percent 
by weight of drained material, the word 
“crushed" or the words "crushed pine¬ 
apple" in the name of the food may be 
preceded or followed by the w*ords 
“heavy pack", and If it yields 78 percent 
or more by weight of drained material 
the word "crushed" or the words 
"crushed pineapple" may be preceded 
or followed by the words “solid pack". 

(7) (i) The labels of canned pineapple 
prepared from the optional forms of 
pineapple specified in paragraph (a)(1) 
(i) to (vii). inclusive, of this section shall 
bear the name of the optional packing 
medium used as specified in paragraph 
(a; (2) of this section, preceded by "in" 
or “packed in". Whenever the optional 
packing medium pineapple juice, as spec¬ 
ified in paragraph (a) (2) (li> of this sec¬ 
tion. is used, the words "pineapple 
Juice" may be preceded by the word 
"unsweetened". The labels of crushed 
pineapple canned with the optional 
packing media specified in paragraph 
(a)<2>(ii) to (vi), inclusive, of this sec¬ 
tion shall bear the statement "in 

-" or “packed in_", the 

blank being filled in with the name of 
the optional packing medium used as 
specified in paragraph (a)(2) of this 
section, but in lieu of such statement 
crushed pineapple canned with pineapple 
Juice (paragraph (a)(2)(H) of this sec¬ 
tion) may be labeled “unsweetened", and 
crushed pineapple canned with pineapple 
Juice and sugar may be labeled *qightl;. 
sw T eetencd" or "heavily sweetened" or 
"extra heavily sweetened", if the drained 
liquid conforms to the density ranges 
specified in paragraph (a)(3) of this 
section for light sirup, heavy sirup, or 
extra heavy sirup, respectively. 

(ii) When any optional Ingredient per¬ 
mitted by one of the following specified 
in paragraph (a)(5) of this section Is 
used, the label shall bear the words set 
forth below' after the number of such 
subparagraph: 

(a) "Spiced" or “spice added" or 
“with added spice" or, in lieu of the word 
"spice", the common name of the spice 
<b) •'Flavoring added" or "with added 
flavoring" or. in lieu of the word "flavor- 
tag", the common name of the flavoring 
(c) "Seasoned with vinegar" or "sea¬ 
soned with-vinegar", the blank 

being filled in with the name of the 
vinegar used. 

When two or all of the optional season¬ 
ing ingredients specified in paragraph 
<a)(5) (l>. (11) and (ill) of this section 
are used, such words may be combined, 
as for example, "seasoned with vinegar 
cloves, and cinnamon oil". 

<ii) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the words and 
statements herein specified, showing the 
optional Ingredients used, shall conspicu- 
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ously precede or follow the name, with¬ 
out Intervening written, printed, or 
graphic matter, except that the adjecti¬ 
val designation of the State. Territory, 
or possession of the United States or of 
the foreign country In which the pine¬ 
apples were grown may Intervene. 

<b> Quality— <1> The standard of 
quality for canned pineapple is as fol¬ 
lows: 

<i) In the case of broken slices, not 
more than 10 percent of the drained 
weight may consist of pieces having an 
arc of less than 90* and not more than 
5 percent of the drained weight of the 
contents of the container, as determined 
by the method prescribed in paragraph 
<b) (2) (1) of this section: 

(а) Consists of pieces that measure In 
thickness less than ‘V, fl inch or more than 
1 Inch; or 

<b) Consists of pieces that measure 
less than % Inch in width as measured 
from the outer edge to the inner edge. 

(II) <a> In the case of cubes or diced 
pineapple, not more than 10 percent of 
the drained weight consists of units of 
such size that they pass through the 
screen when tested by the method pre¬ 
scribed in paragraph <bH2)(lv) of this 
section; and 

(б) Not more than 15 percent of the 
drained weight consists of pieces weigh¬ 
ing more than ounce each. 

4 ill > In the case of chunks, not more 
than 15 percent of the drained weight 
consists of pieces weighing less than ->i* 
ounce each. 

(iv) (a) In the case of slices and 
*pe<ar5. the drained weight of the largest 
unit In the container is not more than 
14 times the weight of the smallest. 

(b> In the case of half slices, the 
drained weight of the largest unit in the 
container is not more than 1.75 times the 
weight of the smallest (except for an 
occasional broken piece due to splitting 
or an occasional whole slice not quite 
completely cut through). 

(v) In the case of broken slices, not 
more than 5 percent of the drained 
weight of the contents of the can con¬ 
sists of broken slices having an outside 
diameter differing by as much as -%-lnch 
from that of those present In greatest 
proportion by weight. 

<v!> In the case of tidbits, not more 
than 15 percent of the drained weight 
consists of tidbits each of w hich weighs 
less than three-fourths as much as the 
average weight of all the untrimmed tid¬ 
bits in the container. 

(vil> In the case of slices and half 
slices, not more than 7’* percent by 
count of the units In a container may be 
excessively trimmed, but in any con¬ 
tainer having not more than 10 units, 
one unit may be excessively trimmed, 
and In any container having more than 
10 units, but not more than 27 units, two 
units may be excessively trimmed. Such 
slices and half slices are excessively 
trimmed if the portion trimmed away 
exceeds 5 percent of the apparent physi¬ 
cal bulk of the perfectly formed unit and 
if such trimming destroys the normal 
circular shape of the outer or inner edge 
of the unit 


RULES AND REGULATIONS 

<vlii> In the case of broken slices and 
spears, not more than 15 percent by 
count of the total units in the container, 
and. in the case of tidbits, not more than 
15 percent of the drained weight, con¬ 
sist of units excessively trimmed. 
Broken slices, spears, and tidbits are 
excessively trimmed if the normal shape 
of these units is destroyed by such 
trimming. 

(ix> In tlie case of slices, half slices, 
broken slices, spears, chunks, cubes, and 
tidbits, not more than 12 *4 percent by 
count of the units in any container may 
be blemished, but in containers having 
not more than five units, one unit may 
be blemished; in containers having more 
than flve units but not more than 10 
units, two units may be blemished; and 
in containers having more than 10 units, 
but not more than 32 units, four units 
may be blemished. Blemishes include: 

Any of the following. If in excess 
of j it inch in the longest dimension on 
the exposed surface of the unit Eyes, 
pieces of shell, brown spots. 

<b> Deep fruit eyes, 

<e) Bruised portions. 

(d> Other abnormalities that It is 
possible to detect In good commercial 
practice before sealing in the containers. 

(x> In the case of crushed pineapple, 
not more than 1V 4 percent of the drained 
weight of the contents of the can 
consists of fragments bearing such 
blemishes. 

(xl) In the case of spears, not more 
than one unit per container is mashed: 
tn the case of slices and half slices, not 
more than one unit in containers of 25 
unite or less, and not more than three 
units in containers of more than 25 units 
are mashed; In the case of broken slices, 
not more than 5 percent by count of the 
units in the container Is mashed; in the 
case of chunks, not more than three of 
the units in containers of less than 70 
units, or 5 percent of the unite In con¬ 
tainers of 70 unite or more, is mashed; 
In the case of tidbits, not more than 
three of the unite In containers of less 
than 150 unite, or 2 percent of the unite 
In containers of 150 unite or more, is 
mashed. (A unit that has lost Its nor¬ 
mal shape because of ripeness and which 
bears no mark of mechanical injury shall 
not be considered os mashed.) 

(xil) In the case of all forms of canned 
pineapple, not more than 1.1 ounces of 
core Is contained in 1 pound of drained 
fruit, as determined by the method pre¬ 
scribed In paragraph <bH2Hviil> of this 
section. 

<xili ) In the case of all forms of canned 
pineapple, not more than 1.35 grams of 
acid, as determined by the method pre¬ 
scribed in paragraph (b)(2) (lx) of this 
section and calculated as anhydrous 
citric acid, is contained In 100 milliliters 
of the liquid drained from the product 15 
days or more after the pineapple is 
canned 

(xiv> In the case of crushed pineapple 
the drained weight of pineapple, as de¬ 
termined by the method prescribed In 
paragraph <bH2><l> of this section. Is 
not less than 63 percent of the net weight 
of the contents of the container. 


<2> The methods to be employed to 
determine whether canned pineapple 
meets the requirements of paragraph ^b» 

« 1 > of this section are os follows: 

<i> Determine the drained weight of 
the canned pineapple by the following 
procedure: Pour the contents of the can 
on a round sieve made with No. 8 woven- 
wire cloth complying with the specifica¬ 
tions for such cloth in Table I of “Stand¬ 
ard Specifications for Sieves.” published 
March 1. 1940. In L.C. 584 of the United 
States Department of Commerce. Na¬ 
tional Bureau of Standards. Use a sieve 
8 inches in diameter for containers of 
less than 3 pounds net contents and a 
sieve 12 Inches in diameter for larger 
containers. Incline the sieve, without 
shifting the contents, to facilitate drain¬ 
ing. Allow to drain for 2 minutes from 
the time the contents of the container 
are poured on the sieve. Immediately 
transfer the drained pineapple to a clean 
dry. tared pan by Inverting the sieve 
over the pan in one moderately rapid 
motion, and determine the weight of the 
drained pineapple. 

<lt» In the case of broken slices and 
spears, check the dimensions and weight 
of each unit against the requirements of 
paragraph (b)(D(i>, (iv), and (v> of 
this section. 

(ill) In the case of cubes, chunks, and 
tidbits, check the weight of the units 
against the requirements of paragraph 
<b»U> dlMb), (ill), and »vi) of this sec¬ 
tion. 

(iv) Test cubes for compliance with 
paragraph ib’OHUHa) of this section 
by placing the cubes, a few' at a time, 
on the meshes of a sieve designated as 
• v t* inch in Table 1 of "Standard Speclfl- 
cations for Sieves,” described In para¬ 
graph (b)(2) (1) of this section. After 
shaking gently, remove those that re¬ 
main on the sieve before testing the next 
portion. Continue portionwiso until all 
unite arc tested, then determine the ag¬ 
gregate weight of those unite that have 
passed through the sieve. 

(v) Except in the ca sh of cubes, 
chunks, and crushed pineapple. Inspect 
ail the unite in the container to deter¬ 
mine those that have been excessively 
trimmed, as defined in paragraph <b) ( 1 1 
tvil> or <vlil) of this section. 

(vi> Except in the cose of crushed 
pineapple, segregate and count each unit 
that is blemished as defined in para¬ 
graph *b>(l)(ix> of this section. In the 
case of crushed pineapple, segregate each 
fragment of crushed pineapple bearing 
a blemish and determine the aggregate 
weight of such fragments to determine 
compliance wdth paragraph (b> U><x’ o! 
this section. 

(vii) Except in the cose of cubes sincl 
crashed pineapple, count the total unite 
in the container and the number of 
mashed unite, to determine compliance 
with paragraph (bhlHxi) of thLs sec¬ 
tion. 

(viU ) In the case of each form of op¬ 
tional pineapple ingredient, identify ana 
separate any core material cleanly from 
each of the unite in the container, and 
weigh the aggregate of such core ma¬ 
terial. Calculate the weight of the core 
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material per pound of drained fruit, to 
determine compliance with paragraph 
(b) (1) (xii) of this section. 

<ix> Determine the total acidity of the 
drained liquid by titration, using the fol¬ 
lowing method: Measure with a pipette 
10 milliliters of the unfiltered drained 
liquid into a 250-mllliliter Erlenmeycr 
flask. Add 29 milliliters of freshly boiled, 
distilled water and 0.3 milliliter of 1-per¬ 
cent phenolphthalein solution. Titrate 
with one-tenth normal sodium hydroxide 
solution to a faint, permanently pink 
coloration. Multiply the number of milli¬ 
liters of one-tenth normal sodium hy¬ 
droxide required by 0.064 to calcuate the 
number of grams of anhydrous citric acid 
per 100 milliliters of drained liquid. 

(3) If the quality of canned pineapple 
falls below the standards prescribed in 
paragraph (b)(1) of this section, the la¬ 
bel shall bear the general statement of 
substandard quality specified in $ 130.14 
(a) of this subchapter, in the manner 
and form therein specified. However, if 
the quality of canned pineapple falls be¬ 
low standard with respect to only one of 
the factors of quality specified in para¬ 
graph <b)(l)(l) through <xiv> of this 
section, there may be substituted for the 
second line of such genera] statement of 
.substandard quality a new line as spec¬ 
ified below, after the number correspond¬ 
ing to each subparagraph of paragraph 
<b>(l> of this section that such canned 
pineapple falls to meet as follows: 

(I) “Small broken pieces’* or “Thick 
broken pieces*’, as the case may be. 

(II) (a) “Irregular small pieces’*: 

(b) “Mixed sixes”. (These words are 
to be used only where the cubes are of 
mixed sizes and the tolerance for units 
larger than maximum size U» exceeded.) 
(ill) “Irregular small pieces**. 

Uv) “Mixed sizes’*. 

<v) “Mixed sizes”. 

(Vi) “Mixed sizes”. 

(vii) “Excessively trimmed**. 

(viii) “Excessively trimmed’*. 

<lx) “Blemished" or “Contains blem¬ 
ished pieces”. 

(x) “Blemished" or “Contains blem¬ 
ished pieces”. 

(xi> “Mashed units*’ or “Contains 
mushed units”. 

(xii) “Poorly cored” or “Excessive 

core”. 

«xiii) “Excessively tart”. 

(Xiv) “Contains excess liquid**. 

(c> Fill of Container —<l> The stand¬ 
ard of fill of container for canned 
crushed pineapple is a fill of not less 
than 90 percent of the total capacity of 
the container, as determined by the gen¬ 
eral method for fill of container pre¬ 
scribed in | 130.12(b) of this chapter. 

<2> If canned crushed pineapple falls 
below the standard of flu of container 
proscribed in paragraph (c)(1) of this 
section, the label shall bear the general 
statement of substandard All specified in 
§ 130.14(b> of this chapter. In the man¬ 
ner and form therein specified. 

§ 115.181 ArtifirUllr unwirnrc! canned 
pineapple. 

(a) Artificially sweetened canned pine¬ 
apple la the food that conforms to the 


definition and standard of identity pre¬ 
scribed for canned pineapple by I 145.180 
(a), except that in lieu of a packing 
medium specified in f 145.160(a) (2), the 
packing medium used is water artificially 
sweetened with saccharin, sodium sac¬ 
charin. or a combination of both. Such 
packing medium may be thickened with 
pectin. 

<b) (l) The specified name of the food 

is “artificially sweetened_**, 

the blank being filled in with the name 
prescribed by f 145.180(a) for canned 
pineapple having the some optional pine¬ 
apple ingredient. 

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned pineapple by 
1 145.180(a). If the packing medium is 
thickened with pectin, the label shall 
bear the statement “thickened with pec¬ 
tin”. 

§1-15.185 Canned plums. 

(a) Identity —(1> Ingredients. Canned 
plums is the food prepared from clean, 
sound, and mature fruit of plum varie¬ 
ties conforming to the characteristics of 
Primus domestica L., greengage varieties 
conforming to the characteristics of 
Prunus italica L„ mlrabelle or damson 
varieties conforming to the characteris¬ 
tics of Prunus insititia L., or cherry vari¬ 
eties conforming to the characteristics 
of Prunus cerasi/cra Ehrh. The food 
consists of one of the optional styles of 
the plum Ingredient, specified in para¬ 
graph (a)(2) of this section, and one 
of the optional packing media specified 
in paragraph (a) (3) of this section. 8uch 
food may also contain one. or any com¬ 
bination of two or more of the follow¬ 
ing safe and suitable optional ingredi¬ 
ents: 

(1) Natural and artificial flavors. 

(il) Spice. 

(ill) Vinegar, lemon Juice, or organic 
acids. 

(iv) Artificial coloring. 

Such food is scaled in a container and 
before or after sealing is so processed by 
heat so as to prevent spoilage. 

(2) Optional styles ol the plum ingre¬ 
dient. The optional plum ingredients 
specified in paragraph (a)(1) of this sec¬ 
tion are peeled or un peeled: 

<i> Whole. 

<ii) Halves. 

Peeled or unpcelcd whole plums are 
pitted or. alternatively, unpitted. Peeled 
or unpeeled plum halves are pitted. 

(3) Packing media,—( I) The optional 
packing media referred to in paragraph 
(a)(1) of this section, as defined in 
$ 145.3 are: 

(a) Water. 

(b> Fruit julce(s) and water. 

cc) Fruit Juice(s). 

Such packing media may* be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car¬ 
bohydrate sweetener (s) may be added. 
Sweeteners defined in f 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of Identity has been established 


in Part 168 of this chapter shall comply 
with such standard in lieu of any defini¬ 
tion that may appear In I 145.3. 

ill) When a sweetener Is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight or sucrose (degrees Brix) os de¬ 
termined by the procedure prescribed in 
| 145.3(m) shall be designated by the 
appropriate name for the respective den¬ 
sity ranges, namely: 

(a) When the density of the solution is 
11 percent or more but less than 15 per¬ 
cent, the medium shall be designated as 
“slightly sweetened water”, or “extra 
light sirup", ‘’slightly* sweetened fruit 
Juice(8) and water” or “slightly sweet¬ 
ened fruit Juice(s)“. as the cose may be. 

< b ) When the density of the solution Is 
15 percent or more, but less than 19 per¬ 
cent, the medium shall be designated as 
•‘light sirup**, “lightly sweetened fruit 
Julce<s) and water”, or 'Tightly sweet¬ 
ened fruit Julce(s)**. as the case may be. 

(c) When the density of the solution 
is 19 percent or more, but less than 25 
percent, the medium shall be designated 
as “heavy sirup”, •’heavily sweetened 
fruit Juice<s) and water”, or "heavily 
sweetened fruit Juice(s)”, as the case 
may be. 

«f ) When the density of the solution 
is 25 percent or more, but less than 35 
percent, the medium shall be designated 
as "extra heavy* sirup**, “extra heavily 
sweetened fruit Julce(s) and water", or 
“extra heavily sweetened fruit Juice(s>*\ 
as the case may be. 

(4) Labeling requirements —(l) The 
name of the food is “plums” accompa¬ 
nied by the color designation “yellow” or 
“golden" or "red” or “purple” as appro¬ 
priate, or the specific name of the variety 
or ’’Greengage plums”. “Damson plums”, 
"Cherry plums”. "MJrabelle plums”. The 
name of the food shall also include a 
declaration of any flavoring that charac¬ 
terizes the product as specified in 1101,- 
22 of this chapter and a declaration of 
any spice or seasoning that characterizes 
the product :Jor example, “Spice added”, 
or in lieu of the word “Spice”, the com¬ 
mon name of the spice; “Seasoned with 
vinegar”. When two or more of the op¬ 
tional Ingredients specified in para¬ 
graph (a)(1) (U) and (ill) of this sec¬ 
tion are used, such words may be com¬ 
bined as for example. “Seasoned with 
cider vinegar, cloves, and cinnamon oil”. 

(ii> The style of the plum ingredient 
as provided in paragraph (a) (2) of this 
section and the name of the packing 
medium specified in paragraph ia) (3) 
<l) and (li) of this section, preceded by 
“In” or “Packed in” shall be included as 
port of the name or in close proximity to 
the name of the food. The style of the 
plum ingredient shall be preceded or fol¬ 
lowed by “Peeled” when the plums are 
peeled and by ’’Pitted” in the case of 
whole pitted plums. “Halves’* may be al¬ 
ternatively designated “Halved”. When 
the packing medium is prepared with a 
sweetener(s) which Imparts a taste, fla¬ 
vor or other characteristics to the fin¬ 
ished food in addition to sweetness, the 
name of the packing medium shall be 
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accompanied by the name of such sweet- 
cner(s), as for example, in the case of 
a mixture of brown sugar and honey, 
an appropriate statement would be 

44 . sirup of brown sugar and 

honey*', the blank to be filled in with 
the word “light**, '‘heavy”, or “extra 
heavy’*, as the case may be. When the 
liquid portion of the packing media pro- 
vlded for in paragraph (a)(3) <i> and 
<ii> of this section consists of fruit 
juice<s>, such juice's) shall be designat¬ 
ed in the name of the packing medium 
os: 

(a) In the case of a single fruit juice, 
the name of the juice shall be used in 
lieu of the word “fruit**. 

<b) In the case of a combination of 
two or more fruit Juices, the names of 
the Juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a)(4) 
(ill) of this section, and 

(c> In the case of a single fruit juice 
or a combination of two or more fruit 
Juices any of which are made from con¬ 
centrate (s> # the words “from concen¬ 
trate (8) ** shall follow the word “Juice's) ** 
in the name of the packing medium and 
in the name(s) of such Juice(s) when 
declared as specified In paragraph (a) 
<4) (Hi) of this section. 

(ill) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in par¬ 
agraph (a)(4)(ii)(b) of this section, 
such names and the words “from concen¬ 
trate**, as specified in paragraph (a)(4) 
(11) <c> of tills section, shall appear In an 
ingredient statement pursuant to the re¬ 
quirements of $ 101.3(d) of this chapter. 

(iv) Each of the optional ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter. 

<b) Quality —(1) The standard of 
quality for canned plums is as follows: 

(i> Blemishes (damaged). After drain¬ 
ing in accordance with the procedure set 
out in 3 I45.3<n> not more than 30 per¬ 
cent by weight of the drained plums con¬ 
sists of plums which have been blem¬ 
ished or damaged by any of the follow¬ 
ing factors either singly or In combina¬ 
tion: Damaged by insects: appearance 
or eating quality materially affected by 
friction, disease, external stone gum or 
discoloration. 

til) Crushed or broken uwltf in whole 
and halves styles . In the case of the 
whole styles, not more than 25 percent 
by weight of the drained plums are de¬ 
formed or broken to an extent that the 
normal shape of the fruit is seriously af¬ 
fected. In the case of the halves style, 
not more than 25 percent by weight of 
the drained plums are damaged or torn 
to such an extent that they are smaller 
than 50 percent of a plum half. 

(ill) Blemishes and crushed or broken 
units. Not more than 35 percent by 
weight of the drained plums consist of 
both blemishes as specified in paragraph 
(b)(1) <l) of this section and crushed 
or broken units In the case of the whole 
and halves styles as specified in para¬ 
graph (bW2)(U) of this section. 


(lv> Extraneous plant material. Not 
more than one piece of stalk or stem 
from the plum tree or other harmless 
extraneous plant material per 200 grams 
(7 ounces) of drained plums. 

(V) Loose pits in whole style. Not more 
than three loose pits per 500 grams (17.6 
ounces) of drained plums. 

(vi) Pits or pieces of pits in whole pit¬ 
ted and halves styles . Not more than two 
pits or pieces of pits per 500 grams (17.8 
ounces) of drained plums. 

< 2) Determine compliance as specified 
in 5 145.3 «0) except that a lot shall 
be deemed to be in compliance for 
extraneous plant material, loose pits 
In whole style, and pits or pieces of pits 
In w’hole pitted and halves styles based 
on the average of all samples analysed 
according to the sampling plans set out 
in 5 145.3'p«, 

(3) If the quAhty of canned plums falls 
below the standard prescribed In para¬ 
graph (b)(1) of this section, the label 
shall bear the general statement of sub¬ 
standard quality specified In 8 130.14(a) 
of this chapter. In the manner and form 
therein specified: however, if the quality 
of the canned plums falLs below stand¬ 
ard with respect to only one of tlie fac¬ 
tors of quality specified in paragraph 
(b)(1) (i) through (vi) of this section, 
there may be substituted for the second 
line of such general statement of sub¬ 
standard quality (‘Good Pood—Not 
High Orade**) a new line, as specified 
after the corresponding designation of 
paragraph (b)(1) of this section which 
the canned plums fall to meet, as fol¬ 
lows: 

(1) “Blemished**: 

(H) “Partly crushed or broken”; 

(1H> “Blemished and partly crushed or 
broken*’: 

(iv) “Contains extraneous plant mate¬ 
rial”: 

(v) “Contains loose pits”: or 

(vi) “Contains pits** or “Contains 
pieces of pita**. 

<c> Fill of container —(1) The stand¬ 
ard of fill of container for canned plums 

is: 

(i> The fill of the plums and packing 
medium, as determined by the general 
method for fill of container prescribed in 
f 130.12(b) of tills chapter, is not less 
than 90 percent of the total capacity of 
the container. 

IH) The drained weight of the plum 
ingredient as determined by the method 
prescribed in 8 145.3(n) Is not less than 
50 percent for whole styles and 55 per¬ 
cent for halves styles based on the water 
capacity of containers as determined in 
8 I30.12*a) of this chapter. 

«2> Determine compliance tor fill of 
container as specified in 8 145.3(0). 

(3) If canned plums fall below the 
standard of fill of container prescribed 
In paragraph (c)(1) of this section, the 
label shall bear the statement oi sub¬ 
standard fill specified in i 130.14(b) of 
this chapter, in the manner and form 
therein specified. If canned plums fall 
below tlie standard of fill of container in 
respect to drained weight, the words 
•‘Low drained weight” shall follow the 
general statement of substandard fill on 
the label 


§113.I*>0 (jinnr<l prune*. 

(a) Ingredients. Canned prunes U the 
food prepared from dried prunes, which 
may be packed as a solid pock or In one 
of the optional packing media specified 
in paragraph (b) of this section. 6uch 
food may also contain one, or any com¬ 
bination of two or more, of tlie following 
safe and suitable optional Ingredient: 

(1> Natural and artificial flavors 

(2) Spice. 

(3> Vinegar, lemon Juice, or org&nu 
acids. 

(4) Unpeeled pieces of citrus fruits 

Such food is sealed in a container and 
before or after sealmg is so processed by 
heat as to prevent spoUage. 

(b> Packing media —(D Tlie optional 
packing media referred to in paragraph 
(a) of this section, as defined in 8145 3 
are: 

(i> Water. 

<U> Fruit juice<8) and water. 

(Hi) Fruit Juice*s). 

Such packing media may be used as such 
or any one or any combination of two or 
more safe and suitable nutritive carbohy¬ 
drate sweetener's) may be added 
Sweeteners defined in 8 145.3 shaU be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in Ucu of any defini¬ 
tion that may appear In 8 145.3. 

(2) When a sweetener is added as u 
part of any such liquid packing medium, 
the density range of the resulting pack¬ 
ing medium expressed as percent by 
weight of sucrose (degrees Brlx> as de¬ 
termined by the procedure prescribed in 
8 145.3(m) shall be designated by the ap¬ 
propriate name for the respective den¬ 
sity ranges, namely: 

(l) When the density of the solution b 
less than 20 percent, tlie medium shall 
be designated as “slightly sweetened 
water”; or “extra light sirup**; “slightly 
sweetened fruit Juice(s) and water”; or 
“slightly sweetened fruit Julce(s)**. us 
the case may be. 

<U) When tlie density of the solution 
is 20 percent or more but less than 24 
percent, the medium shall be designated 
as “light simp”; “lightly sweetened fruit 
Juice's) and water”: or “lightly sweet¬ 
ened fruit Juice(s>*\ as the case may be 

(ill) When the density of the solution 
Ls 24 percent or more but less than 30 
percent, tlie medium shall be designated 
as “heavy sirup**: “heovHy sweetened 
fruit juice's) and water”; or “heavily 
sweetened fruit Juice(s)'*. as the case 
may be. 

(iv) When the density of the solution 
is 30 percent or more but not more than 
45 percent, the medium shall be desig¬ 
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit Juice's) and 
water”; or “extra heavUy sweetened fruit 
Julce(s)**, os the case may be. 

(c> Labeling requirements—*1> Tlie 
name of the food is “prunes—prepared 
from dried prunes”. The words “prepared 
from dried prunes” shall be in close 
proximity to the word “prunes” and shall 
be of the same style and not less than 
of the point *ize of the type used for the 
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word "prunes”. The name of the food 
shall also Include a declaration of any 
flavoring that characterizes the product 
as specified In $ 101.22 of this chapter 
and a declaration of any spice or season¬ 
ing that characterizes the product; for 
example. "Spice added", or In lieu of the 
word "Spice", the common name of the 
spice. "Seasoned with vinegar" or 
Seasoned with unpeeled pieces of citrus 
fruit". When two or more of the optional 
ingredients specified in paragraph (a) 
(2) through (4) of this section are used, 
such words may be combined as for ex¬ 
ample. "Seasoned with cider vinegar, 
cloves, cinnamon oil and unpeeled 
pieces of citrus fruit." 

(2) When the food is prepared with a 
packing medium, the name of the 
packing medium specified In paragraph 
(b)(1) and (2) of this section, preceded 
by "In" or "Packed in" and the words 
• cooked", "stewed", or "prepared", shall 
be Included as part of the name or in 
close proximity to the name of the food. 
When no packing medium is used, the 
words "solid pack" or "moist pack" or the 
word “moistened" followed by the words 
"without sirup" shall be included as part 
of the name or in close proximity to the 
name of the food. When the packing 
medium is prepared with a sweetenerfs) 
which imparts a taste, flavor or 
other characteristic to the finished food 
in addition to sweetness, the name 
of the packing medium shall be ac¬ 
companied by the name of such 
.sweetener(s), as for example In the case 
of a mixture of brown sugar and honey, 
an appropriate statement would be 

"_ sirup of brown sugar and 

honey", the blank to be filled in with the 
word "light”, "heavy", or “extra heavy” 
as the case may be. When the liquid por¬ 
tion of the packing media provided for 
in paragraph (b) <1) and (2) of this 
section consists of fruit julce(s), such 
juice(s) shall be designated In the name 
of the packing medium as; 

<i) In the case of a single fruit juice, 
the name of the Juice shall be used in lieu 
of the word "fruit", 

(li) In the case of a combination of 
two or more fruit juices, the names of the 
juices in the order of predominance by 
weight shall either be used in lieu of the 
word "fruit" in the name of the packing 
medium, or be declared on the label as 
specified in paragraph (c) (3) of this sec¬ 
tion. and 

(ill) In the case of the single fruit 
juice or a combination of two or more 
fruit Juices any of which are made from 
concentrate(s), the words "from concen¬ 
trate <a) ” shall follow the word "Juice(s)" 
in the name of the packing medium and 
in the name(s) of such Julce«s> when 
declared as specified in paragraph (c) (3) 
of this section. 

<3> Whenever the names of the fruit 
Juices used do not appear in the name of 
the packing medium as provided in para¬ 
graph (c) (2) (11) of this section, such 
names and the words "from concen¬ 
trate", as specified in paragraph (c) (2) 
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(ill) of this sectfbn. shall appear in an 
ingredient statement pursuant to the re¬ 
quirements of S 101.3(d) of this chapter. 

(4) Each of the optional ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Part 
101 of this chapter. 


PART 146—CANNED FRUIT JUICES 

Subp«rt A—G«n«r«t Provision* 

8oc 

146.3 Definitions. 

Subport B—Requirements for Specific 
Standardized Conned Fruit Juices end Beverages 

146.110 Cranberry Juice cocktail. 

146.111 Artificially sweetened cranberry 

Juice cocktail. 

146.113 Canned fruit nectars. 

146.116 Lemonade. 

146.120 Frozen concentrate for lemonade. 

146.121 Frozen concentrate for artificially 

h wee toned lemonade. 

146.126 Colored lemonade. 

146.126 Frozen concentrate for colored 
lemonade. 

146.130 Limeade. 

146.133 Canned pineapple-grapefruit Juice 
drtnk. 

146.135 Orange Juice. 

146.137 Frozen orange Juice. 

146.140 Pasteurized orange Juice. 

146.141 Canned orange Juice. 

146.146 Orange Juice from concentrate. 
146.146 Frozen concentrated orange Juice. 
146.150 Canned concentrated orange Juice. 

146.161 Orange Juice for manufacturing. 

146.162 Orange Juice with preservative. 
146.153 Concentrated orange Juice for 

manufacturing. 

146.164 Concentrated orange Juice with 

preservative. 

146.166 Orange Juice drink. 

146.166 Concentrate for orange Juice drink. 
146.168 Powdered orange Juice drink. 

146.150 Orange Juice drink blend. 

146.160 Powdered orange Juice drink blend. 
146161 Orange drink. 

146.163 Concentrate for orange drink. 

146 164 Powdered orange drink. 

146.165 Orange flavored drtnk. 

146.166 Concentrate for orange flavored 

drink. 

146.167 Powdered orange flavored drink. 

146.168 Water-extracted soluble orange 

solids. 

146 169 Dehydrated water-extracted soluble 
orange solids. 

146.170 Comminuted oranges. 

146 171 Dehydrated comminuted oranges. 
146.172 Extract of comminuted oranges. 

146.176 Dehydrated extract of comminuted 
oranges. 

146.176 Juicy orange pulp for manufactur¬ 

ing. 

146.177 Dehydrated Juicy orange pulp for 

manufacturing. 

146.185 Canned pineapple Julf*. 

146.187 Canned prune Juice. 

Authority: 8ecs. 401. 701, 52 Stat. 1046 as 
amended. 1065-1056 as amended (21 USC. 
341. 371). • 

Subpart A— General Provisions 
§ 1 16.3 Definition*. 

For the purposes of this part; 

(a) The term "corn sirup" means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom¬ 
plete hydrolysis of cornstarch, and in¬ 
cludes dried com sirup. The solids of 
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com sirup and of dried com sirup con¬ 
tain not less than 40 percent by weight 
of reducing sugars calculated as anhy¬ 
drous dextrose. 

(b) The term "dextrose' means the 
hydrated or anhydrous, refined mono¬ 
saccharide obtained from hydrolyzed 
starch. 

<c) The term "dried glucose sirup" 
means the product obtained by drying 
glucose sirup. 

<d> The term "glucose sirup" means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom¬ 
plete hydrolysis of any edible starch. 
The solids of glucose sirup contain not 
less than 40 percent by weight of reduc¬ 
ing sugars calculated as anhydrous 
dextrose. 

(e> The term "Invert sugar simp" 
means an aqueous solution of inverted or 
partly inverted, refined or partly refined 
sucrose, the solids of which contain not 
more than 0.3 percent by weight of ash, 
and which is colorless, odorless, and 
flavorless, except for sweetness. 

(f) The term "sugar 1 * means refined 
sucrose. 

<g> Compliance means the following: 
Unless otherw ise provided in a standard, 
a lot of canned fruits shall be deemed 
In compliance for the following factors, 
to be determined by the sampling and 
acceptance procedure as provided in par¬ 
agraph (h) of this section, namely: 

(1) Quality. The quality of a lot shall 
be considered acceptable when the num¬ 
ber of defectives does not exceed the ac¬ 
ceptance number in the sampling plans. 

(2) Fin of container. A lot shall be 
deemed to be In compliance for fill of 
container when the number of defectives 
does not exceed the acceptance 

(c) in the sampling plans. 

< h) The sampling and acceptance pro¬ 
cedure means the following: 

(1) Definitions —(D Lot. A collection 
of primary containers or units of the 
same size. type, and style manufactured 
or packed under similar conditions and 
handled as a single unit of trade. 

(ii) Lot size. The number of primary 
containers or units in the lot. 

dll) Sample size. The total number of 
sample units drawn for examination 
from a lot. 

(iv) Sample unit. A container, a por¬ 
tion of the contents of a container, or a 
composite mixture of product from small 
containers that Is sufficient for the ex¬ 
amination or testing as a single unit. 

(v) Defective. Any sample unit shall 
be regarded as defective when the sam¬ 
ple unit does not meet the criteria set 
forth in the standards. 

(vi) Acceptance number ic>. The 
maximum number of defective sample 
units permitted In the sample in order to 
consider the lot as meeting the speci¬ 
fied requirements. 

(vii) Acceptable Quality level <AQLK 
The maximum percent of defective sam¬ 
ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time. 
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(3* Sampling plan$ : 
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Subpart B—Requirements for Specific 
Standardized Canned Fruit Juices and 
Beverages 

§116.110 Ottnbrrrj juice rorJiUil. 

(a) Cranberry juice cocktail—a Juice 
drink is the beverage food prepared from 
one or both of the cranberry Juice In¬ 
gredients .specified In paragraph <b> of 
this section to which water and one or 
more safe and Mil table nutritive sweeten¬ 
ers are added. The finished food is fil¬ 
tered and contains not less than 25 per¬ 
cent by volume of equivalent single 
strength cranberry Juice. The soluble sol¬ 
ids content of the finished food is not less 
than 14* Brix nor more than 18* Brix, as 
determined by refractometer. It may 
contain added vitamin C In a quantity 
prescribed by paragraph <c> of this sec¬ 
tion. The acid content of the food, cal¬ 
culated as anhydrous citric acid, is not 
less than 0.55 gram per 100 milliliters. 
The food is sealed in a container and so 
processed by heat, before or after sealing, 
as to prevent spoilage. 

<b) The cranberry Juice ingredients 
referred to in paragraph (a) of this sec¬ 
tion ore cranberry Juice and concen¬ 
trated cranberry Juice. For the purpose 
of this section cranberry juice is the Juice 
extracted from mature, well colored, 
sound, washed cranberries and concen¬ 
trated cranberry Juice is cranberry Juice 
from which part of the water has been 
removed. 

tc) Vitamin C may be added in a 
quantity such that the total vitamin C 
in each 6 fluid ounces of the finished 
food amounts to not less than 30 milli¬ 
grams and not more than 60 milligrams. 

(d) The name of the food Is “Cran¬ 
berry Juice cocktail—a Juice drink— 
contains not less than 25 percent cran¬ 
berry Juice". The words “a Juice drink" 


shall appear on the label either on the 
same line with or centered on a line im¬ 
mediately below the words “cranberry 
Juice cocktail". The w'ords “contains not 
less than 25 percent cranberry juice" 
shall appear on a line immediately below 
and be centered with the line preceding 
it. The words “a juice drink—contains 
not less than 25 percent cranberry Juice" 
shall be in letters not less than one-half 
the height of the largest letter in the 
words “cranberry juice cocktail*’. 

(e> (1) The label shall name the sweet¬ 
ening ingredients used. When vitamin C 
is added, as provided for by paragraph 
(c), It shall be designated on the label as 
“vitamin C added" or “with added vita¬ 
min C'\ The label shall conform to the 
labeling requirements prescribed for 
foods which purport to be or arc repre¬ 
sented for special dietary uses by regula¬ 
tions promulgated pursuant to section 
403(J) of the Federal Food. Drug, and 
Cosmetic Act. 

(2) Statements of the ingredients pres¬ 
ent as specified in this paragraph shall 
be set forth on the label with such prom¬ 
inence and conspicuousness as to render 
them likely to be read by the ordinary 
Individual under customary conditions of 
purchase. 

Hotx.—I 146.110 < formerly 127.127) wan 
fttayed in IU entirety St 83 P R 10068. July 
13. 1068 

§116.111 Artificially aurelcncd cran¬ 
berry juice cocktail. 

<a> Artificially sweetened cranberry 
Juice cocktail—a juice drink is the food 
that conforms to the definition and 
standard of identity prescribed for cran¬ 
berry Juice cocktail—a juice drink by 
$ 146.110. except that In lieu of nutritive 
sweeteners it is sweetened with one or 
more of the artificial sweeteners listed 
in and complying with Parts 170 through 
180 of this chapter, and the soluble solids 
specifications prescribed in 9 146.11 Of a ^ 
do not apply. The quantity of artificial 
sweeteners added Is sufficient to sweeten 
the beverage to the same sweetness taste 
level as that of the food conforming to 
! 146.110. 

(b) The name of the food is “Artifi¬ 
cially sweetened cranberry Juice cock¬ 
tail—a Juice drink—contains not less 
than 25 percent cranberry Juice". The 
words "artificially sweetened” shall be of 
the same size and style of type as the 
words "cranberry Juice cocktail" and the 
words "a juice drink—contains not less 
than 25 percent cranberry Juice" shall be 
of the same size and placement as pre¬ 
scribed in l 146.110<d>. 

<c> The food is subject to the require¬ 
ments for label statement of ingredients 
as prescribed for cranberry Juice cock¬ 
tail—a Juice drink by I 146.110 and Is 
labeled to conform to the labeling re¬ 
quirements prescribed for foods which 
purport to be or are represented for spe¬ 
cial dietary uses by regulations promul¬ 
gated pursuant to section 403CJI of the 
Federal Food, Drug, and Cosmetic Act. 

Non— I 146.111 (formerly 127.138) wm 
flttyed in tta entirety at 33 PR 10088. July 
13. 1968 


§ 116.113 (jinncd frail nedaf*. 

<a> Canned fruit nectars are the 
pulpy, liquid foods prepared from one or 
more of the optional fruit ingredients 
specified in paragraph <b) of this section 
In an amount not less than the percent¬ 
age specified in that paragraph, water 
and one or more of the optional sweeten¬ 
ing Ingredients as provided for in para¬ 
graph <d> of this section. They may con¬ 
tain one or more of the optional Ingredi¬ 
ents as provided for in paragraph (e> of 
tills section. The consistency of the fin¬ 
ished product is such that the time of 
flow is not less than 30 seconds when 
tested by tire method set forth in "Con¬ 
sistency Measurement of Fruit Nectar 
and Fruit Juice Products.” published m 
the "Journal of the Association of Offi¬ 
cial Agricultural Chemists," p. 411, vol 
43. 1959. Such food is sealed in a con¬ 
tainer and so processed by heat, either 
before or after sealing, as to prevent 
spoilage. 

(b) (1) The optional fruit ingredients 
referred to In paragraph (a> of this sec¬ 
tion are fruit puree, pulp. Juice, or con¬ 
centrates thereof, as prepared from 
whole, mature fruits of the following va¬ 
rieties: Apple, apricot, blackberry, boy- 
senberry, cherry guava, loganberry 
mango, nectarine, papaya, passion fruit, 
peach, pear, pineapple, and plum. Apples, 
cherries, passion fruit, and pineapples 
are used only in combination with one 
or more of the other fruits listed. 

C3> The fruit ingredients contain 
finch' divided insoluble fruit solids but 
do not contain seeds, pits, or other coarse 
or hard substances capable of being 
avoided by good canning practices. 

(3) Single-fruit nectars are made 
from fruits of a single voriety. The pro¬ 
portion of fruit ingredient used on an 
equivalent single strength basis is not 
less than 40 percent by weight of the 
finished food: except that for apricot 
nectar it is not less than 35 percent, for 
papaya nectar it is not less than 33 1 . 
percent, and for guava nectar It is not 
less than 25 percent. Multiple-fruit nec¬ 
tars arc mode from two or more varieties 
of fruit, and they may be made by blend¬ 
ing single-fruit nectars provided that 
each single-fruit nectar used meets its 
fruit ingredient requirement. The fruit 
ingredient requirements for those fruits 
that by paragraph <b) (1) of this section 
are restricted for use in combina¬ 
tion with other fruits are: Apples—not 
less than 40 percent, cherries—not less 
Uian 40 percent, passion fruit—not Ies* 
than 15 percent, and pineapples—not 
less Uian 40 percent. Each mulUplc-fruit 
nectar made by any procedure other than 
by the method of blending single-frun 
nectars shall contain no less of each fruit 
ingredient than it would be required to 
have if made by the blending method. In 
no case shall the quanUty of a fruit in¬ 
gredient be less than that required to im¬ 
port a definite flavor or other definite 
characteristic to the nectar. The weight 
of any fruit Ingredient shall be deter¬ 
mined as follows: Determine the percent 
of soluble solids in such fruit Ingredient 
by the method prescribed in section 
29.011 of "Official Methods of Analysis 
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of the Association of Official Agricultural 
Chemists," 10th Edition. 1965, page 487, 
tinder "Solids." Use this method notwith¬ 
standing the presence of insoluble solids. 
Multiply the result so found by the 
weight of each fruit ingredient used and 
divide the product by the Brix value for 
each such fruit ingredient set forth In 
paragraph <c)<3) of this section. The 
result is the equivalent weight of the in¬ 
dividual single strength fruit ingredients. 
For example. 1,180 pounds of concen¬ 
trated peach ingredient having 30 per¬ 
cent soluble solids is used. The equivalent 
weight of single strength peach ingredi¬ 
ent would be: 

11,180 x 30 11 8 -3.000 pounds.) 

<c) Any requirement of this section 
with respect to the weight of any fruit 

means: 

(1) In the case of fruit the proper 
preparation of which Involves the re¬ 
moval of pits, seeds, skins, cores, or other 
parts, the weight of such fruit exclusive 
of all such substances removed there¬ 
from; and 

<2) The weight of the fruit exclusive 
of the weight of water or any other sub¬ 
stance added for any processing, pack¬ 
ing, or canning of such fruit, or other¬ 
wise added to such fruit 

<3> For the purposes of this section 
the weight of any fruit ingredient shall 
be converted to the equivalent weight of 
single strength fruit ingredient having a 


Brix value as follows: 

Brix 

Name of fruit: value 

Apple.-. 13 3 

Apricot- 14.3 

Blackberry .. 10.0 

Boyaenberry_ 10. 0 

Cherry. 14 3 

Oimva_ 7 .7 

Loganberry. 10.6 

Mango . 13.0 

Nectarine ____._ 11.8 

Papaya. 11.5 

PaaMon fruit... 14. 6 

reach_ 118 

Pear.. 16 4 

Pineapple ..._ 13.0 

Plum .... 14.3 


<d) The optional sweetening ingredi¬ 
ents referred to in paragraph (a) of this 
section are: Sugar, invert sugar sirup, 
dextrose, com sirup, dried com sirup, 
glucose sirup, and dried glucose sirup. 

<e) Optional ingredients that may be 
added in making fruit nectars are one 
or more of the following: 

(1) Acidiflers: Lemon Juice, concen¬ 
trated lemon Juice, citric acid, malic acid, 
and fumaric acid. 

<2) Ascorbic acid as an antioxidant 
preservative in a quantity not to exceed 
150 parts per million. 

<3) Ascorbic acid (vitamin C) added 
in such quantity that the total ascorbic 
acid in each 4 fluid ounces of the finished 
fruit nectar amounts to not less than 30 
milligrams and not more than 60 milli¬ 
grams. 

it) The names of the fruit nectars for 
which standards of identity are pre¬ 
scribed by this section are: 

(1) If the fruit ingredient is prepared 
from a single variety of fruit the name is 


"nectar" preceded by the name of the 
fruit; for example. "Apricot nectar". 

(2) If the fruit ingredient Is a com¬ 
bination of two or more fruits and the 
weight of each is not less than one-tenth 
of the weight of the combination, the 
name is "nectar” preceded by the names 
of the fruits arranged in descending or¬ 
der of predominance; for example, 
"Apricot and papaya nectar". 

<3> If the fruit ingredient is a combi¬ 
nation, the nectar shall be so named as 
to differentiate those fruits furnishing 
onc-tenth or more to the weight of the 
combination from those fruits furnishing 
less than one-tenth to such weight. The 
names of those fruits furnishing onc- 
tenth or more to the combination shall 
be shown as prescribed in paragraph it) 
(2) of this section; or, alternatively, 
in the case of combinations wherein each 
of four or more fruits furnishes one- 
tenth or more to the weight of the 
combination, their names may be listed 
in descending order of predominance 
immediately following the words 
"Blended fruit nectar". Thp names of 
any fruits furnishing less than one-tenth 
of the weight of the combination shall 
be shown immediately following the rest 
of the name of the nectar by listing them 
in the blank of the statement "with 

added ___ M or "_ 

added". For example, nectar made with a 
combination containing: 35 percent pear, 
25 percent peach. 20 percent plum, 15 
percent apricot, and 5 percent passion 
fruit may be named "Pear, peach, plum, 
apricot nectar, passion fruit added", or 
alternatively, it may be named "Blended 
fruit nectar—-pear, peach, plum, apri¬ 
cot, with added passion fruit". 

(g) The common names of optional 
ingredients used shall be shown on the 
principal display panel or panels of the 
label with such prominence and con¬ 
spicuousness that they are likely to be 
read and understood by ordinary In¬ 
dividuals under customary conditions of 
purchase. The term "sweetener added" 
may be used in lieu of the name or 
names of the sweetening ingredient. 
When ascorbic acid is added as provided 
for in paragraph <e) <2> of this section. 
It shall be declared on the label by the 

statement "ascorbic acid added_ 

-*\ the blank being filled in with 

"to preserve color and flavor" or "as a 
preservative". A fruit nectar containing 
ascorbic acid (vitamin C) as provided 
for in paragraph (e) <3) of this section 
shall bear on the label, in addition to the 
preservative declaration required by this 
paragraph, the statement "vitamin C 
added" or "with added vitamin C" and 
such statement shall be accompanied by 
labeling conforming to the requirements 
prescribed in the regulations established 
pursuant to section 403<J) of the Federal 
Food. Drug, and Cosmetic Act. 

Non.—I 140.113 (formerly 127.126) was 
stayed in tU entirety at 33 FR 10713. July 
27. 1968 

§ 146.115 Lemonade. 

<a) Lemonade is the beverage food 
prepared from one or more of the Idmon 
Juice ingredients specified in paragraph 


(b> of this section, water, and one or 
more of the optional sw’eetening in¬ 
gredients specified in paragraph (c) of 
this section. It may contain one or more 
of the optional ingredients provided for 
in paragraph (d) of this section. The 
proportion of lemon juice ingredients 
used is sufficient to yield an acidity, cal¬ 
culated as anhydrous citric acid, of not 
less than 0.70 gram per 100 milliliters of 
the finished lemonade. The pulp content 
of lemonade may be adjusted by remov¬ 
ing or by adding lemon pulp in accord¬ 
ance with good manufacturing practice. 
The beverage made by diluting froeen 
concentrate for lemonade, identified in 
g 146.120, with water to meet the re¬ 
quirements of this section is deemed to 
be lemonade. Lemonade may be treated 
with heat to reduce the enzymatic ac¬ 
tivity and the number of viable micro¬ 
organisms. It may be preserved by re¬ 
frigeration. by freezing, by the addition 
of preservatives as provided for in para¬ 
graph <d> <2) of this section, or by seal¬ 
ing in containers and so processing by 
heat, either before or after sealing, as to 
prevent spoilage. 

<b) The lemon Juice ingredients re¬ 
ferred to in paragraph (a) of this section 
arc lemon Juice and concentrated lemon 
juice, either of which may be frozen. For 
the purposes of this section, lemon juice 
is the Juice expressed from mature 
lemons of an acid variety. Concentrated 
lemon Juice is lemon Juice from which 
part of the water has been removed. 
Lemon Juice ingredients may be treated 
by heat to reduce the enzymatic ac¬ 
tivity and the number of viable micro¬ 
organisms. 

(c) The optional sweetening in¬ 
gredients referred to in paragraph (a* 
of tills section are: Sugar, invert sugar 
sirup, dextrose, corn sirup, dried corn 
sirup, glucose 6imp, and dried glucose 
simp. 

<d> Optional ingredients that may be 
added in making lemonade are one or 
more of the following: 

(1) Lemon oil, cold-pressed lemon oil. 
concentrated lemon oil. and lemon es¬ 
sence recovered during the concentration 
of lemon Juice. 

<2> The chemical preservalives: 
Sodium benzoate and sorbic acid. 

(3) Safe and suitable buffering salts, 
emulsifying agents and weighting oils 
(emulsifying agents and weighting oils 
nmy be used only when an oil as provided 
for by paragraph (d)(1) of this section 
is added and in a quantity not greater 
than required to facilitate dispersion of 
such oil). 8uch ingredients are deemed 
safe if they are not food additives as 
defined by section 201 in) of the F\*leral 
Food. Drug, and Cosmetic Act. or if they 
are food additives as so defined, when 
they are used in conformity with regula¬ 
tions established pursuant to section 409 
of the Federal Food, Dmg, and Cosmetic 
Act. 

(e) The name of the food is "Lemon¬ 
ade". It the food is preserved by freezing, 
the name is "Frozen lemonade". If it Is 
preserved by heat processing so as to 
prevent spoilage, the name is "Canned 
lemonade"; however. If It docs not pur- 
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port to be a refrigerated or frozen prod¬ 
uct, the word “canned” may be omitted. 

(f > The common names of optional In¬ 
gredients used shall be shown on the 
principal display panel or panels of the 
label with such prom in an ce and con- 
splcuousncss that they are likely to be 
read and understood by ordinary Individ¬ 
uals under customary conditions of pur¬ 
chase. The term “sweetener added” may 
be used in lieu of the name or names 
of the sweetening Ingredient. The term 
“flavor added” may be used In lieu of 
the names for lemon oil, cold-pressed 
lemon oil. concentrated lemon oil, or 
lemon essence. The name of the pre¬ 
servative Ingredient used shall be accom¬ 
panied by words to show that it is a pre¬ 
servative: for example, “preserved with 
sodium benzoate”. 

Note.— 1 144.115 (formerly I 27DO) was 
in its entirety at 33 P.R. 10713. July 
27. IOCS. 

$ 116.120 Kronen ctmrrolralr for Irmou¬ 
nd**. 

<a> Frozen concentrate for lemonnde 
is the frozen food prepared from one or 
both of the lemon juice ingredients speci¬ 
fied in paragraph (b) of this section to¬ 
gether with one or any mixture of safe 
and suitable nutritive carbohydrate 
sweeteners. The product contains not less 
than 48.0 percent by weight of soluble 
solids taken as the sucrose value deter¬ 
mined by refractometer and corrected 
for acidity as given In “Correction of 
Refractometer Sucrose Readings for Cit¬ 
ric Acid Content In Frozen Concentrate 
for Lemonade.” by Yeatman, Senzel and 
Springer, “Journal of the Association of 
Analytical Chemists.'* vol. 59. p. 368 
(1976> ■ When the product Is diluted ac¬ 
cording to directions for making lemon¬ 
ade which shall appear on the label, the 
acidity of the lemonade, calculated as 
anhydrous citric acid, shall be not less 
than 0.70 gram per 100 milliliters, and 
the soluble solids, measured as described 
for the concentrate, shall be not less 
than 10.5 percent by weight. 

(b> The lemon Juice Ingredients re¬ 
ferred to in paragraph (a> of this sec¬ 
tion are: 

(1) Lemon juice or frozen lemon juice 
or a mixture of these. 

(2) Concentrated lemon juice or frozen 
concentrated lemon Juice or a mixture 
of these. 

For the purposes of this section, lemon 
Juice is the undiluted Juice expressed 
from mature lemons of an acid variety: 
and concentrated lemon Juice is lemon 
Juice from which part of the water has 
been removed. In the preparation of the 
lemon juice ingredients, the lemon oil 
content may be adjusted by the addition 
of lemon oil or concentrated lemon oil 
in accordance with good manufacturing 
practice, and the lemon pulp in the juice 
as expressed may be left in the Juice or 
may be separated. Lemon pulp that has 
been separated, which may have been 
preserved by freezing, may be added In 
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preparing frozen concentrate for lemon¬ 
ade, provided that the amount of pulp 
added does not raise the proportion of 
pulp tn the finished food to a level In 
excess of that which would be present by 
using lemon Juice ingredients from 
which pulp has not been separated. The 
lemon Juice Ingredients may be treated 
by heat, either before or after the other 
ingredients are added, to reduce the en¬ 
zymatic activity and the number of vi¬ 
able microorganisms. 

(c> Each of the ingredients used shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter. 

§ 146.121 Froicn concrnlralc for artifi¬ 
cial!* KHrcIrixd lemonudr. 

(a) Frozen concentrate for artificially 
sweetened lemonade conforms to the 
definition and standard of Identity pre¬ 
scribed for frozen concentrate for lem¬ 
onade by i 146.120. except that In lieu of 
nutritive sweeteners It is sweetened with 
one or more of the artificial sweetening 
ingredients listed in and complying with 
the requirements of Parts 172. 180 or 184 
of this chapter, and the soluble solids 
specifications prescribed In | 146.120(a) 
do not apply. When the product Is diluted 
according to directions which shah ap¬ 
pear on the label, the acidity of the arti¬ 
ficially sweetened lemonade, calculated 
ns anhydrous citric odd. shah be not less 
than 0.70 gram per 100 milliliters. It may 
contain one or more safe and suitable 
dispersing ingredients serving the func¬ 
tion of distributing the lemon oil 
throughout the food. It may also con¬ 
tain one or more safe and suitable 
thickening Ingredients. Such dispersing 
and thickening ingredients are not food 
additives as defined In section 201 (s> of 
the Federal Food, Drug, and Cosmetic 
Act; or if they are food additives as so 
defined, they are used In conformity 
with regulations established pursuant to 
section 409 of the act. 

(b) l Reserved 1 

(c) The name of the food is “Frozen 
concentrate for artificially sweetened 
lemonade”. The words “artificially 
sweetened” shall be of the same size and 
style of type as the word “lexnonAde”. 

<d) If an optional thickening or dis¬ 
persing ingredient referred to in para¬ 
graph <a> of this section is used, the 

label shall bear the statement ”_ 

added” or “with added_”, the blank 

being filled in with the common name 
of the thickening or dispersing agent 
used. Such statement shall be set forth 
on the label with such prominence and 
conspicuousness os to render It likely to 
be read and understood by the ordinary 
individual under customary conditions 
of purchase. 

(e) Frozen concentrate for artificially 
sweetened lemonade Is labeled to con¬ 
form to the labeling requirements pre¬ 
scribed for foods which purport to be or 
are represented for special dietary use 
by regulations promulgated pursuant to 
section 403 (j) of the act. 

$146,125 Colored lemonade. 

(a) Colored lemonade U the beverage 
food that conforms to the definition and 


standard of identity and is subject to the 
requirements for label statement of op¬ 
tional ingredients prescribed for lemon¬ 
ade by S 146.115. except that It Is colored 
with a safe and suitable color. Such color 
is deemed safe if it is a color additive 
as defined in section 201 (t) of the Fed¬ 
eral Food. Drug, and Cosmetic Act and 
is used in conformity with regulations 
established pursuant to section 706 of 
the act. The beverage made by diluting 
frozen concentrate for colored lemonade. 
Identified in i 146.126 with water to meet 
the requirements of this section is 
deemed to be colored lemonade. 

(b) The name of the food conforms to 
the name prescribed by 4 146.115, except 
that the word ”lemonade” is immediately 
preceded by a word describing the color 
of the food: for example, “frozen pink 
lemonade”. 

(c) The authorized coloring ingredient 
used shall be shown on the label by the 

statement “_added" or “with 

added__", the blank being 

filled in with words “artificial coloring ’ 
If the color additive used is artificial, or 
If it is not an artificial coloring the blank 
Is filled in with the word “coloring” or 
with the common name of the color ad¬ 
ditive used; for example, “beet Juice 
added". 

Non.—S 146.125 (formerly 127.100) woi 
stayed in Its entirety at 33 FR 10713. July 27, 
1968. 

8 116.126 Froirn concentrate for colored 
lemonade. 

(o) Frozen concentrate for colored 
lemonade conforms to the definition and 
standard of identity prescribed for 
frozen concentrate for lemonade by 
} 146.120. except that it is colored with a 
safe and suitable fruit juice, vegetable 
Juice, or any such Juice in concentrated 
form, or with any other color additive 
ingredient suitable for use In food. In¬ 
cluding artificial coloring, used in con¬ 
formity with regulations established 
pursuant to section 706 of the Federal 
Food. Drug, and Cosmetic Act. 

(b) The name of the food is “Frozen 

concentrate for_lemonade”. 

the blank being filled in with the word 
describing the color: for example, 
“Frozen concentrate for pink lemonade”. 

(c) Each of the ingredients specified 
in paragraph <a> of this section shall be 
declared on the label os required by the 
applicable sections of Part 101 of this 
chapter. 

•8 116.130 IJmrade. 

Limeade is the beverage food that con¬ 
forms to the compositional requirements 
prescribed by f 146.115 for lemonade, ex¬ 
cept that instead of using lemon Juice 
Ingredients, lemon pulp, and flavoring 
ingredients derived from lemons, the cor¬ 
responding juice, pulp, and flavoring in¬ 
gredients derived from mature limes of 
an acid variety are used. Limeade con¬ 
forms to the labeling requirement* pre¬ 
scribed by f 146.115 for lemonade, except 
that the name “limeade” replaces the 
name ‘ lemonade”. 

Not*— 1146190 (formerly 127.13!) woa 
•tayed In IU entirety at 33 FR 10713, July 
27, 1968 
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§ 146.1 S3 Canned pin«ipplr-pruprfniit 
juice drink. 

(a) Canned pineapple-grapefruit Juke 
drink is the beverage food prepared 
from one or both of the pineapple Juice 
ingredients and one or both of the grape¬ 
fruit Juice Ingredients specified in para¬ 
graph (b) of this section, water, and one 
or more of the optional sweetening in¬ 
gredients specified in paragraph (c) of 
this section. It may contain one or more 
of the optional Ingredients as provided 
for in paragraph (d) of this section. The 
consistency of the finished food Is such 
that the time of flow Is less than 30 sec¬ 
onds when tested by the method set forth 
In “Consistency Measurement of Fruit 
Nectars and Fruit Juice Products** pub¬ 
lished In the “Journal of the Association 
of Official Agricultural Chemists/* pages 
411-416, vol. 42, 1959. The food is sealed 
in a container and 60 processed by heat, 
either before or after scaling, as to pre¬ 
vent spoilage. 

<b> (1) The fruit Juice ingredients re¬ 
ferred to in paragraph (a) of this sec¬ 
tion ore pineapple Juice, concentrated 
pineapple Juice, grapefruit Juice, and 
concentrated grapefruit Juice. Each fruit 
Juice ingredient may contain finely di¬ 
vided Insoluble fruit solids but does not 
contain seeds, pits, or other coarse or 
hard substances capable of being avoided 
In good caxming practices. The adjusted 
weight of the combination of these fruit 
Juice Ingredients shall be not leas than 
50 percent of the weight of the finished 
food, calculated by the method specified 
in paragraph (h)(2) of this section. 
Each fruit Juice Ingredient shall be used 
in a quantity sufficient to Impart its char¬ 
acteristics to the blend, and the propor¬ 
tion of the pineapple Juice ingredient 
shall exceed the proportion of the grape¬ 
fruit Juice Ingredient, 

(2) Determine the percent of soluble 
solids in the fruit Juice ingredients used 
by the method prescribed in section 
29.011 of “Official Methods of Analysis 
of the Association of Official Agricultural 
Chemists.” 10th edition. 1965. page 487. 
under “Solids.** Use this method, not¬ 
withstanding the presence of insoluble 
solids. Multiply the result so found by 
the weight of each fruit Juice ingredient 
used and divide the product by the fol¬ 
lowing Brix value for each fruit in¬ 
gredient. 


Namo of fruit: r atur 

Ptncnpple Juice.. is. 0 

Ormpefrult Juloe.. 9 .5 


The result Is the adjusted weight of the 
hull Juke Ingredient. For example, 
assume there is on hand 1.300 pounds of 
concentrated pineapple juice that in ac¬ 
cordance with the above-cited A.OAC. 
method U found to contain 30 percent of 
soluble solids. The weight of equivalent 
jingle strength pineapple Juice is calcu¬ 
lated as follows: 

1.300x30 r 13.0=3.000 pounds 

<c) The optional sweetening ingredi¬ 
ents referred to In paragraph *<a) of this 
section are: Sugar, invert sugar sirup, 
dextrose, corn sirup, dried corn sirup, 
glucose sirup, and dried glucose sirup. 


(d) Optional Ingredients that may be 
added in making pineapple-grapefruit 
Juke drink arc one or more of the 
following: 

(1) Citrus oil flavoring derived from 
orange, lemon, and/or grapefruit. 

(2) Acldiflers: Lemon Juice, concen¬ 
trated lemon Juice, citric acid, malic acid, 
and f umoric acid. 

(3) Ascorbic acid (vitamin C) added 
in such a quantity that the total ascorbic 
acid In each 4 fluid ounces of the 
finished pineapple-grapefruit Juice 
drink amounts to not less than 30 
milligrams and not more than 60 milli¬ 
grams. 

(4) Sodium citrate. 

<e) The name of the food Is: 

Ptneapple-Ompefnitt Juice Drink 
Contains not lem than 50 percent fruit Juice 

That part of the name consisting of the 
statement “Contains not less than 50 
percent fruit juice’* shall immediately* 
follow the words “Pineapple-grapefruit 
juice drink” and shall be shown In the 
same color, on the same background, and 
in letters that are not less than one-half 
the height of the largest letter In the 
preceding words In the name. 

(f) The common names of the optional 
.ingredients used shall be shown on the 
principal display panel or panels of the 
label with such prominence and con- 
spicuousncss that they are likely to be 
read and understood by ordinary indi¬ 
viduals under customary conditions of 
purchase. The term “sweetener added” 
may be used in lieu of the name or names 
of the sweetening ingredient. The term 
“flavor added” may be used in lieu of 
the name of the citrus oil flavoring 
ingredient. When ascorbic acid (vitamin 
C> is added it shall be declared as 
“vitamin C added** or ‘ with added 
vitamin C* and this declaration shall be 
accompanied by labeling conforming to 
the requirements prescribed in the regu¬ 
lations established pursuant to section 
403(J) of the Federal Food. Drug, and 
Cosmetic Act. 

Nor*.—| I4S 133 (formerly I 27,135) wa* 
stayed In !U entirety At 33 FR 10713. July 37. 

1968. 

§ 146.135 Orange juice. 

(a) Orange Juice is the unfermented 
Juice obtained from mature oranges of 
the species Citrus sinensis. Seeds (ex¬ 
cept embryonk seeds and small frag¬ 
ments of seeds that cannot be separated 
by good manufacturing practice) and 
excess pulp are removed. The Juice may 
be chilled, but It is not frozen. 

(b) The name of the food is “orange 
Juke’*. The name “orange Juice** may 
be preceded on the label by the varietal 
name of the oranges used, and if the 
oranges grew in a single State, the name 
of such State may be included in the 
name, as for example. “California Valen¬ 
cia orange juice”. 

§ 146,137 Frozen orungc juirr. 

(a) Frozen orange Juice Is orange 
Juke as defined in f 146.135. except that 
it is frozen. 

<b) The name of the food is “Frozen 
orange Juice**. Such name may be pre¬ 


ceded on the label by the varietal name 
of the oranges used, and If the oranges 
grew In a single State, the name of such 
State may be included in the name, as 
for example, ’‘California Valencia frozen 
* orange Juice”, 

§ 146.140 Pa*itrurizcd orange juice. 

(a) Pasteurized orange Juice is the 
food prepared from unfermented Juice 
obtained from mature oranges as speci¬ 
fied in 9 146.135, to which may be added 
not more than 10 percent by volume of 
the unfermented Juice obtained from 
mature oranges of the species Citrus 
reticulata or hybrids thereof. Seeds (ex¬ 
cept embryonic seeds and small frag¬ 
ments of seeds that cannot be separated 
by good manufacturing practice) are re¬ 
moved. and pulp and orange oil may be 
adjusted in accordance with good manu¬ 
facturing practice. If the adjustment in¬ 
volves the addition of pulp, then such 
pulp shall not be of the washed or spent 
type. The solids may be adjusted by the 
addition of one or more of the optional 
concentrated orange Juke ingredients 
specified In paragraph (b) of this sec¬ 
tion. One or more of the optional sweet¬ 
ening ingredients listed in paragraph 

(c) of this section may be added In a 
quantity reasonably necessary to raise 
the Brix or the Brlx-acid ratio to any 
point within the normal range usually 
found in unfermented juke obtained 
from mature oranges as specified in 
1 146.135. The orange Juice Is so treated 
by heat as to reduce substantially the 
enzymatk activity and the number of 
viable microorganisms. Either before or 
after such heat treatment, all or a part 
of the product may be frozen. TTie fin¬ 
ished pasteurized orange Juice contains 
not less than 10 5 percent by weight of 
orange juice soluble solids, exclusive of 
the solids of any added optional sweet¬ 
ening ingredients, and the ratio of the 
Brix hydrometer reading to the grams 
of anhydrous citric acid per 100 milli¬ 
liters of juice Is not less than 10 to 1. 

<b> The optional concentrated orange 
Juke ingredients referred to in para¬ 
graph (a) of this section are frozen con¬ 
centrated orange Juice as specified in 
fi 146.146 and concentrated orange juke 
for manufacturing as specified In | 146- 
153 when made from mature oranges: 
but the quantity of such concentrated 
orange Juice ingredients added shall not 
contribute more than one-fourth of the 
total orange Juice solids in the finished 
pasteurized orange Juice. 

(c) The optional sweetening ingre¬ 
dients referred to In paragraph (a) of 
this section are sugar, invert sugar, dex¬ 
trose. dried corn sirup, dried g)uco6e 
sirup. 

(d) (1) The name of the food is “Pas¬ 
teurized orange Juice”. If the food is 
filled into containers and preserved by 
freezing, the label shall bear the name 
“Frozen pasteurized orange Juice”. The 
words “pasteurized** or “frozen pasteur¬ 
ized** shall be shown on labels in letters 
not less than one-half the height of the 
letters in the words “orange juice**. 

(2) If the pasteurized orange juice Is 
filled into containers and refrigerated, 
the label shall bear the name of the food. 
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•"chilled pasteurized orange Juice**. II It 
does not purport to be either canned 
orange Juice or frozen pasteurized orange 
juice, the word “chilled" may be omitted 
from the name. The words “pasteur¬ 
ized' or “chilled pasteurized*’ shall be 
shown in letters not less than one-half 
the height of the letters in the words 
“orange Juice". 

(e><l> if a concentrated orange Juice 
ingredient specified In paragraph <b> of 
this section is used in adjusting the 
orange Juice solids of the pasteurized 
orange juice, the label shall bear the 
statement “prepared in part from con¬ 
centrated orange Juice" or “with added 
concentrated orange juice" or “concen¬ 
trated orange juice added". 

(2) If one or more of the sweetening 
Ingredients specified in paragraph <c) of 
this section are added to the pasteurized 
orange juice, the label shall bear the 

statement “_added", the blank being 

filled In with the name or an appropriate 
combination of the names of the sweet¬ 
ening Ingredients used. However, for 
the purpose of this section, the name 
"sweetener” may be used in lieu of the 
specific name or names of the sweeten¬ 
ing ingredients. 

<f> Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statements 
specified in this section for naming the 
optional ingredients used shall im¬ 
mediately and conspicuously precede or 
follow the name of the food, without In¬ 
tervening written, printed, or graphic 
matter. 

% 116. Ill Canned orange juiw. 

(a) Canned orange Juice is the food 
prepared from orange Juice as specified 
in 1 146.136 or frozen orange juice as 
specified in 4 146.137, or a combination 
of both, to which may be added not more 
than 10 percent by volume of the unfer¬ 
mented juice obtained from mature 
oranges of the species Citrus reticulata 
or hybrids thereof. Seeds (except em¬ 
bryonic seeds and small fragments of 
seeds that cannot be separated by good 
manufacturing practice) arc removed. 
Orange oil and pulp may be adjusted in 
accordance with good manufacturing 
practice. The adjustment of pulp re¬ 
ferred to m this paragraph does not per¬ 
mit the addition of washed or spent pulp. 
Liquid condensate recovered from the 
deoiling operation may be added bock. 
One or more of the optional sweetening 
ingredients named in paragraph (b) of 
this section may be added, in a quantity 
reasonably necessary to raise the Brix 
or the Brix-acid ratio to any point within 
the normal range usually found in un- 
fennenled Juice obtained from mature 
oranges as specified In 9 146.135. The 
food is sealed in containers and so proc¬ 
essed by heat, either before or after 
sealing, as to prevent spoilage. The 
finished canned orange Juice tests not 
less than 10* Brix. and the ratio of the 
Brix hydrometer reading to the grams 
of anhydrous citric acid per 100 milli¬ 
liters of Juice Is not less than 0 to 1. 

<b> The optional sweetening ingredi¬ 
ents referred to In paragraph <a> of this 
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section are sugar. Invert sugar, dextrose, 
dried corn sirup, dried glucose sirup. 

(c> The name of the food is “Canned 
orange Juice". Ail the words in the 
name shall appear in the same size, color, 
and style of type and on the same color¬ 
contrasting background. If the food is 
not sold under refrigeration and if it 
does not purport to be chilled pasteur¬ 
ized orange juice or frozen pasteurized 
orange juice, the word “canned" may be 
omitted from the name. 

<d) If one or more of the sweetening 
Ingredients specified In paragraph (b) 
of this section are added to the canned 
orange Juice, the label shall bear the 

statement “_added”, the blank 

being filled in with the name or an ap¬ 
propriate combination of the names of 
the sweetening ingredients used. How¬ 
ever. for the purpose of this section, the 
name “sweetener" may be used in lieu 
of the specific name or names of the 
sweetening ingredients. 

(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statement spec¬ 
ified in this section for naming the op¬ 
tional Ingredients used shall immediately 
and conspicuously precede or follow the 
name of the food, without intervening 
written, printed, or graphic matter. 

§116.115 Orange juirr from ronccn- 
traits 

<a> Orange Juice fiom concentrate is 
the food prepared by mixing water with 
frozen concentrated orange Juice as de¬ 
fined In 8 146.146 or with concentrated 
orange Juice for manufacturing as de¬ 
fined in 8 146.153 (when made from 
mature oranges), or both. To such mix¬ 
ture may be added orange Juice as de¬ 
fined in 8 146.135. frozen orange Juice as 
defined in $ 146.137. pasteurized orange 
juice as defined in 5 146.140. orange Juice 
for manufacturing as defined in 8 146.151 
(when made from mature oranges and 
preserved by chilling or freezing but not 
by canning), orange oil, orange pulp, and 
one or more of the sweetening ingredi¬ 
ents listed in paragraph (b> of this sec¬ 
tion. The finished orange Juice from con¬ 
centrate contains not less lhan 11.8 per¬ 
cent orange Juice soluble solids, exclusive 
of solids of any added optional sweeten¬ 
ing ingredients. It may be so treated by 
heat as to reduce substantially the en¬ 
zymatic activity and the number of 
viable microorganisms. 

(b> The sweetening ingredients re¬ 
ferred to in paragraph <a) of this section 
are sugar, sugar sirup, invert sugar, in¬ 
vert sugar sirup, dextrose, corn sirup, 
dried com sirup, glucose sirup, dried 
glucose sirup. 

(c> The name of the food is “Orange 
Juice from concentrate”. The words 
“from concentrate” shall be shown in 
letters not less than one-half the height 
of the letters in the words “orange Juice". 

<d) When orange Juice from concen¬ 
trate contains any optional sweetening 
ingredient as listed in paragraph (b) of 
this section, whether added directly as 
such or Indirectly as an added ingredient 
of any orange Juice product used, the 
label shall bear the statement “- 
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added”, the blank being filled in with the 
name or sin appropriate combination of 
the names of the sw^eetenlng ingredients 
added. However, for the purposes of 
this section the name “sweetener" may be 
used in lieu of the specific name or 
names of the sweetening ingredients. 

( 0 ) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the statements 
specified in this section for naming the 
optional ingredients used shall immedi¬ 
ately and conspicuously precede or follow 
the name of the food, without interven¬ 
ing written, printed, or graphic matter 

§ I 16.1 16 Kro/rn ronrrntrated oran^r 
juire. 

(a> Frozen concentrated orange Juice 
is the food prepared by removing water 
from the juice of mature oranges as pro¬ 
vided in 8 146.135, to which Juice may be 
added unfermented Juice obtained from 
mature oranges of the species Citrus re¬ 
ticulata . or hybrids thereof, or of Citrus 
aurantium . or both. However, in the 
unconcentrated blend the volume of Juice 
from Citrus reticulata shall not exceed 
10 percent and from Citrus aurantium 
shall not exceed 5 percent. The concen¬ 
trate so obtained Is frozen. In its prep¬ 
aration, seeds (except embryonic seeds 
and small fragments of seeds that cannot 
be separated by good manufacturing 
practice) and excess pulp are removed 
and a properly prepared water extract of 
the excess pulp so removed may be added. 
Orange oil. orange pulp, orange essence 
(obtained from orange Juice), orange 
Juice and other orange Juice concen¬ 
trate as provided in this section or 
concentrated orange Juice for manu¬ 
facturing provided in 8 146.153 (when 
made from mature oranges). water, and 
one or more of the optional sweeten¬ 
ing ingredients specified in paragraph 
(b> of this section may be added to 
adjust the final composition. The Juice 
of Citrus reticulata and Citrus auran¬ 
tium. as permitted by this paragraph 
may be added in single strength or 
concentrated form prior to concentra¬ 
tion of the Citrus sinensis Juice, or in 
concentrated form during adjustment of 
the composition of the flnLshed food 
The addition of concentrated juice from 
Citrus reticulata or Citrus aurantium. or 
both, shall not exceed, on a single - 
strength basis, the 10 percent maximum 
for Citrus reticulata and the 5 percent 
maximum for Citrus aurantium pre¬ 
scribed by this paragraph. Any of the 
ingredients of the finished concentrate 
may have been so treated by heat as to 
reduce substantially the enzymatic ac¬ 
tivity and the number of viable micro¬ 
organisms. The finished food Is of such 
concentration that when diluted accord¬ 
ing to label directions the diluted article 
will contain not less than 11.8 percent by 
weight of orange juice soluble solids, 
exclusive of the solids of any added op¬ 
tional sweetening ingredients. The dilu¬ 
tion ratio shall be not less than 3 plus l. 
For the 'purposes of this section ana 
8 146.150, the term “dilution ratio" means 
the whole number of volumes of water 
per volume of frozen concentrate re- 
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quired to produce orange Juice from 
concentrate having orange Juice soluble 
solids of not less than 11.8 percent by 
weight exclusive of the solids of any 
added optional sweetening Ingredients. 

(b) Hie optional sweetening ingre¬ 
dients referred to In paragraph (a) 
of this section are sugar, sugar sirup, 
invert sugar, invert sugar sirup, dextrose, 
corn sirup, dried com sirup, glucose 
sirup, and dried glucose sirup. 

(c) If one or more of the sweetening 
ingredients specified In paragraph <b> 
of this section are added to the frozen 
concentrated orange juice, the label shall 

bear the statement ..added*'. 

the blank being Ailed in with the name 
or an appropriate combination of names 
of the sweetening Ingredients used. 
However, for the purpose of this section, 
the name “sweetener'' may be used in 
lieu of the specific name or names of the 
sweetening ingredients. 

(d) The name of the food concen¬ 
trated to a dilution ratio of 3 plus 1 is 
“frozen concentrated orange Juice" or 
“frozen orange Juice concentrate". The 
name of the food concentrated to a dilu¬ 
tion ratio greater than 3 plus 1 Is "frozen 

concentrated orange Juice._plus 

1" or “frozen orange Juice concentrate. 

.Plus 1". the blank being filled 

in with the whole number showing the 
dilution ratio; for example, “frozen 
orange Juice concentrate. 4 plus 1". 
However, where the label bears direc¬ 
tions for making l quart of orange Juice 
from concentrate (or multiples of a 
quart). the blank In the name may be 
filled in with a mixed number; for ex¬ 
ample. “frozen orange Juice concentrate. 
4*$i plus 1". For containers larger than 
1 pint, the dilution ratio in the name 
may be replaced by the concentration 
of orange Juice soluble solids In degrees 
Brix: for example, a 62* Brlx concen¬ 
trate In 3 Mi-gallon cans may be named 
on the label “frozen concentrated orange 
Juice. 62* Brlx". 

<e> Wherever the name of the food 
Appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the statements 
specified In this section for naming the 
optional Ingredients used shall Immedi¬ 
ately and conspicuously precede or fol¬ 
low the name of the food, without Inter¬ 
vening written, printed, or graphic 
matter. 

(f> Nothing In this section Is intended 
to interfere with the adoption and en¬ 
forcement by any State. In regulating 
the production of frozen concentrated 
orange Juice In such State, of State 
standards, consistent with this section, 
but which impose higher or more restric¬ 
tive requirements than those set forth 
in this section. 

§ 1 16.150 Cann«*d rotter ntratrd orange 
juice. 

■ a) Canned concentrated orange Juice 
compiles with the requirements for 
composition, definition of dilution ratio, 
and labeling of optional ingredients pre¬ 
scribed for frozen concentrated orange 
Juice by 1 148.146. except that it Is not 
frozen and It Is scaled In containers and 
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so processed by heat, either before or 
after sealing, as to prevent spoilage. 

<b) The name of the food when con¬ 
centrated to a dilution ratio of 3 plus 1 is 
“Canned concentrated orange Juice" or 
•Canned orange Juice concentrate". 
The name of the food when concentrated 
to a dilution ratio greater than 3 plus 1 
Is “Canned concentrated orange Juice. 

-plus 1" or “Canned orange 

Juice concentrate._plus 1", the 

blank being filled In with the whole 
number showing the dilution ratio; for 
example. “Canned orange Juice concen¬ 
trate. 4 plus 1". However, where the 
label bears directions for making 1 quart 
of single-strength diluted product (or 
multiples of a quart) the blank In the 
name may be filled In with a mixed num¬ 
ber; for example. “Canned orange Juice 
concentrate. 4% plus 1 H . For containers 
larger than 1 pint, the dilution ratio in 
the name may be replaced by the con¬ 
centration of orange juice soluble solids 
In degrees Brlx; for example, a 62* Brlx 
concentrate In 1-gallon cans may be 
named on the label “canned concen¬ 
trated orange Juice. 62 s Brlx". If the food 
does not purport to be frozen concen¬ 
trated orange Juice, the word “canned" 
may be omitted from the name. 

§ 116.151 Orange Juice for mnnufjtrlur- 
ing. 

(a) Orange Juice for manufacturing 
Is the food prepared for further manu¬ 
facturing use. It Is prepared from un- 
fermented juice obtained from oranges 
as provided In 8 146.135, except that the 
oranges may deviate from the standards 
for maturity In that they are below the 
minimum for Brlx and Brlx-acid ratio 
for such oranges, and to which juice may 
be added not more than 10 percent by 
volume of the unfermented Juice ob¬ 
tained from oranges of the species Citrus 
reticulata or the hybrids thereof. Seeds 
(except embryonic seeds and small frag¬ 
ments of seeds that cannot be separated 
by good manufacturing practice) are re¬ 
moved. and pulp and orange oil may be 
adjusted In accordance with good man¬ 
ufacturing practice. If pulp Is added it 
shall be other than washed or spent 
pulp. The Juice or portions thereof may 
be so treated by heat as to reduce sub¬ 
stantially the enzymatic activity and 
number of viable microorganisms, and 
It may be chilled or frozen, or it may be 
so treated by heat, either before or after 
sealing In containers, as to prevent 
spoilage. 

<b) The name of the food Is “Orange 
juice for manufacturing". 

§ 116.152 Orange julrr uillt |irc*rna¬ 
tive. 

(a) Orange Juice with preservative Is 
the food prepared for further manufac¬ 
turing use. It complies with the re¬ 
quirements for composition of orange 
Juice for manufacturing as provided for 
In 8 146.151, except that a preservative Is 
added to Inhibit spoilage. It may be 
heat-treated to reduce substantially the 
enzymatic activity and the number of 
viable microorganisms. 
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(b> The preservatives referred to In 
paragraph (a) of this section are sodium 
benzoate and sorbic add. Sodium benzo¬ 
ate or sorbic acid may be used in an 
amount not exceeding 0.2 percent by 
weight 

<c> The name of the food Is “Orange 
juice with preservative". 

(d) The label shall bear the statement 

'*-added as a preservative", 

tlie first blank being filled In with the 
percent by weight of tlie preservative 
used and the second blank by the name 
“sorbic acid" or “sodium benzoate" (or 
"benzoate of soda"). as appropriate. 

<e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statement speci¬ 
fied In paragraph id) of this section for 
naming the preservative ingredient used 
shall immediately and conspicuously 
precede or follow the name of the food, 
without intervening written, printed, or 
graphic matter. 

§ 116.153 Cotternlralrtl orange juice for 
manufacturing. 

(a) Concentrated orange Juice for 
manufacturing Is the food that complies 
with the requirements for composition 
and labeling of optional ingredients pre¬ 
scribed for frozen concentrated orange 
juice by 8 146.146. except that It Is either 
not frozen, or It Is less concentrated, or 
both, and the oranges from which the 
Juice Is obtained may deviate from the 
standards for maturity In that they are 
below the minima for Brlx and Brlx- 
acld ratio for such oranges: Provided, 
however. That the concentration of 
orange Juice soluble solids is not lass 
than 20* Brlx. 

<b> The name of the food Is “Concen¬ 
trated orange juice for manufacturing, 

-" or “-orange Juice 

concentrate for manufacturing", the 
blank being filled In with the figure 
showing the concentration of orange 
Juice soluble solids In degrees Brlx. 

§ 146.154 Concentrated orange juice 
urith preservative. 

(a) Concentrated orange Juice with 
preservative complies with the require¬ 
ments for composition and labeling of 
optional Ingredients prescribed for con¬ 
centrated orange Juice for manufactur¬ 
ing by 8 146.153. except that a preserva¬ 
tive Is added to inhibit spoilage. 

(b> The preservatives referred to In 
paragraph (a) of this section are sodium 
benzoate and sorbic acid. Sodium ben¬ 
zoate or sorbic acid may be used in on 
amount not exceeding 0.2 percent, by 
weight. 

(c) The name of the food is “Concen¬ 
trated orange juice with preservative. 

-", the blank being filled In 

with the figure showing the concentra¬ 
tion of orange Juice soluble solids in 
degrees Brlx. 

(d) The label shall bear the state¬ 
ment “--added as a preserva¬ 

tive". the first blank being filled In wiU; 
the percent by weight of the preserva¬ 
tive used and the second blank by the 
name “sorbic acid" or “sodium benzoate" 
ior “benzoate of soda"), as appropriate. 
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(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statement specified 
ut paragraph <d> of this section for 
naming the preservative Ingredient used 
shall Immediately and conspicuously 
precede or follow the name of the food, 
without Intervening written, printed, or 
graphic matter. 

§ 116.155 Ornu*c juirr <1 rink. 

(a) Orange Juice drink Is the beverage 
prepared by adding water to one or more 
of the unfermented orange Juice ingredi¬ 
ents which are specified in paragraph (b) 
of this section and which are used in 
quantities as indicated by paragraph 
(d><2> of this section. One or more of 
the safe and suitable ingredients speci¬ 
fied in paragraph (c) of this section may 
be added to the beverage. Vitamin C shall 
be added In a quantity which will ensure 
that the total vitamin C in each 6 fluid 
ounces of the finished beverage amounts 
to 60 milligrams. Orange Juice drink may 
be preserved by freezing; by refrigerat¬ 
ing; by heating to reduce substantially 
the enzymatic activity and the number 
of viable microorganisms; by sealing In 
containers and. either before or after 
sealing, heating to prevent spoilage; or 
by adding a preservative. For the pur¬ 
poses of this section orange Juice drink 
contains less than 70 percent but not less 
than 35 percent equivalent single 
strength orange Juice calculated as pre¬ 
scribed by paragraph (d> (2) of this sec¬ 
tion. This requirement is considered to 
have been met if the content of orange 
juice soluble solids (exclusive of soluble 
solids other than orange Juice soluble 
solids >. amounts to less than 8.26 per¬ 
cent but not less than 4.13 percent by 
weight of the finished beverage. The 
weight of the total solids is not less than 

12 percent of the weight of the finished 
beverage. 

(b) The classes of unfermented orange 
juice Ingredients referred to in para¬ 
graph (a) of this section arc: 

(1) Orange Juice products defined in 

13 146.135. 146.137. 146 140. 146.141. 

146.145. 146.146. 146.150. 146.161. 146.152. 
146.153, and 146.154 subject to the re¬ 
striction that those defined in 31 146.152 
and 146.154 are used only in preparing 
orange Juice drink which contains an 
added preservative as provided for in 
paragraph (a) of this section and that 
orange juice products so processed by 
heat as to prevent spoilage are used only 
in the canned form of the orange Juice 
drink. 

(2) Dehydrated orange Juice made 
from oranges of the species Citrus 
sinensis . 

<3> Water-extracted soluble orange 
solids as defined in 3 146.168. 

(4) Dehydrated water-extracted solu¬ 
ble orange solids as defined in 3 146.169. 

(5) Comminuted oranges as defined in 
3 146.170. 

(6) Dehydrated comminuted oranges 
as defined in 3 146.171. 

(7) Extract of comminuted oranges 
as defined In 3 146.172. 

(8) Dehydrated extract of commi¬ 
nuted oranges as defined In 3 146.175. 

(9) Pulpy orange Juice for manufac¬ 
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turing or Juicy orange pulp for manu¬ 
facturing as defined in 3 146.176. 

<10> Dehydrated pulpy orange Juice 
for manufacturing or dehydrated Juicy 
orange pulp for manufacturing as de¬ 
fined tn 3 146.177. 

(11) Orange Juice Ingredients which 
conform to the compositional require¬ 
ments of any one of the classes of orange 
juice ingredients described in paragraph 

(c)(1) through <10> of this section, ex¬ 
cept that the oranges from w'hlch they 
are made are oranges of the species 
dims reticulata , Citrus aurantum, hy¬ 
brids thereof, or hybrids of the species 
Citrus sinensis. 

«c> The safe and suitable ingredients 
provided for In paragraph (a) of this 
section that may be added to orange 
juice drink are one or more of the 
following: 

(1» Nutritive sweeteners. 

12) Organic acids. 

Thickeners. 
t4> Stabilizers. 

(5» Clouding agents. 

• 6* Emulsifiers. 

*7) Buffers. 

(8* Orange pulp. 

(9» Orange peel. 

(10» Natural and artificial flavors, 
ill) Natural and artificial colors. 

U2) Preservatives. 

For the purposes of this paragraph, an 
ingredient may be used in orange Juice 
drink in such proportion as reasonably 
necessary to accomplish its intended ef¬ 
fect. The ingredients of this paragraph 
ore considered safe if they are not food 
additives or color additives within the 
meaning of section 201 <s> or <t) of the 
Federal Food. Drug, and Cosmetic Act 
or if they are food additives or color addi¬ 
tives as so defined and are used In con¬ 
formity with regulations established 
pursuant to section 409 or 706 of the act. 

<d> < 1 * The name of the beverage con¬ 
sists of the following two phrases which 
shall appear together: 

<i> The w'ords “Orange juice drink ' 
which shall be printed on a single line 
and shall all be in type of the same size 
and style. 

(11» The words “Containing_per¬ 

cent orange Juice" w’hich shall have the 
blank filled tn with the number 35 or a 
number which is n multiple of 5 higher 
than 35 but not higher than 65 or greater 
than the percentage of equivalent single 
strength orange Juice in the finished 
beverage. The word “Containing“ may 
be on the line below “orange Juice drink’*. 

The words "_percent orange juice" 

shall all be on the line below “Contain¬ 
ing" and shall be in bold condensed caps 
in letters all of the same size, the height 
of w hich Is not less than: 

<a> 12-potnt type if the container in 
which it is sold contains less titan 16 
ounces of the finished beverage and 14- 
point type If the container in which it is 
sold contains 16 ounces or more of the 
finished beverage; or 

(b) One-half the height of the 
largest letters in which the word “Juice" 
or “orange* 4 appears anywhere on the 
labeltng either directly or indirectly, such 
as by appearing as another form or 
derivative thereof or by the word 


“Juice" or “orange** or any form or deriv¬ 
ative thereof appearing os a part of a 
compound or fanciful word or name, or 
otherwise; whichever is the larger. All 
of the words in the name shall be In the 
same color type and on the same color 
contrasting background. If the beverage 
is preserved by freezing, the name shall 
be preceded by the word “frozen". If 
refrigeration is required to preserve the 
beverage the words “Keep refrigerated" 
shall appear on the principal display 
panel. 

(2) The percentage of orange Juice in 
the finished beverage Is determined by 
adding the weight of orange Juice solu¬ 
ble solids (exclusive of the weight of 
soluble solids other than orange Juice 
soluble solids) contributed to the finished 
beverage by each of the added orangr 
Juice ingredients and dividing the sum of 
those weights by the product obtained by 
multiplying 11.8 percent by the total 
weight of the finished beverage. For the 
purpose of calculating the percentage of 
orange Juice that shall be declared on the 
label, if the sum of the weights of the 
orange juice soluble solids contributed 
to the finished beverage by the orange 
Juice ingredients described in paragraph 

(3) through <11> of this section ex¬ 
ceeds 1.18 percent of the weight of the 
finished beverage, then only so much of 
the sum of those weights as equals 1.18 
percent of the weight of the finished 
beverage shall be counted as orange Juice 
The remaining orange JuJce soluble 
solids declared on the label must be con¬ 
tributed by one or more of the orange 
Juice ingredients described in paragraph 
* b» < 1) or »2 > of this section. 

(e) The common name of each of the 
ingredients used shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter, and 
the vitamin C shall be declared as such 
in conformity with the requirements 
prescribed in the regulations established 
pursuant to section 403 (J) of the act 
except that: 

(1) If an orange juice product or prod¬ 
ucts provided for in paragraph <b> (1) 
and (2> of this section is used, the words 
“orange Juice*’ may be used in lieu of 
the common or usual name of the orange 
juice product provided for by the applica¬ 
ble section. 

(2) If an orange juice ingredient or 
ingredients provided for in paragraph 
(b> (3) through (ID is used, the words 
“orange component" may be used in lieu 
of the common or usual name of the 
orange juice ingredient provided for by 
the applicable section. 

<3> If sugar (sucrose) or invert sugar 
Is used the term “sweetener" may be 
used, and if the sweetener is derived from 
com the term “corn sweetener" may be 
used. 

Further, the declaration of the ingredi¬ 
ents on the label as set out In this para¬ 
graph shall appear In letters not less 
than one-haU of that required by 3 101- 
105 of this chapter for the declaration of 
net quantity of contents. 

Not*.—| 146.155 (formerly K 27.158) ww 
stayed In IU entirety mt 38 PR 6269. Mar 14. 
1973. 
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§ 116.156 Concent rule for orange juice 
drink. 

Concentrate for orange juice drink is 
the beverage concentrate which, when 
diluted according to label directions, con¬ 
forms to all of the requirements for com¬ 
position and labeling prescribed by 
1 146.155 for orange Juice drink except 
that: 

(a) The name of the concentrated 
beverage base consists of the following 
two phrases which shall appear together: 

il) The words “Concentrate for“ 
which shall be on a single line immedi¬ 
ately above the words “Orange Juice 
drink“. 

(2) The words “Containing_per¬ 

cent orange Juice“ which shall have the 
blank filled In with the number 36 or a 
number which is a multiple of 5 higher 
than 35 but not higher than 65 or greater 
than the percentage of equivalent single 
strength orange Juice in the beverage 
made by diluting the beverage concen¬ 
trate as directed on the label. 

(b) The dilution ratio of the beverage 
shall be not less than 3 plus 1. For the 
purpose of this section the "dilution 
ratio" is the whole number of volumes of 
water per volume of concentrate for 
orange Juice drink required to produce 
orange Juice drink conforming to the re¬ 
quirements for composition prescribed by 
$ 146.155. 

Not*.—| J46.156 (formerly I 27.156) waa 
In its entirety at 36 FR 6669. Mar. 14. 

1973. 

§ 146.158 Pondered orange juice drink. 

Powdered orange Juice drink Is the 
dehydrated beverage base which, when 
reconstituted according to label direc¬ 
tions, conforms to all of the requirements 
for composition and labeling as pre¬ 
scribed by ( 146.155 for orange juice 
drink except that: 

fa) The name of the beverage base 
consists of the following two phrases 
which shall appear together: 

U> The w r ord “Powdered” or any ap¬ 
propriate descriptive word used in lieu 
of the word “Powdered” which shall be 
on a line immediately above the words 
* Orange Juice drink”. 

<2> The words “Containing _ per¬ 

cent orange Juice” which shall have the 
blank filled in with the number 35 or a 
number which is a multiple of 5 higher 
than 35 but not higher than 65 or greater 
than the percentage of equivalent single 
strength orange Juice in the beverage 
made by reconstituting the powdered 
base as directed on the label 

<b> Safe and suitable anticaking 
agents, foaming agents, browning in¬ 
hibitors. and drying agents may be 
added. 

Nott.—| 146 !58 (formerly 127 160) was 
stayed In iu entirety at 38 FR 6069. Mar. 14. 
1973. 

& 1*16.159 Orange juice drink blend. 

Orange Juice drink blend is the bev¬ 
erage that conforms to all of the require¬ 
ments for composition and labeling pre¬ 
scribed by | 146.155 for orange Juice 
drink, except that: 
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(a) It is prepared by adding wafer to 
a blend of the orange Juice ingredients 
set forth in I 146.155(b) and derived 
from fruit grown in two or more geo¬ 
graphic orange producing regions with a 
minimum of 20 percent of the orange 
juice soluble solids derived from fruit 
grown in any one producing region. 
Orange juice soluble solids derived from 
the orange Juice Ingredients set forth in 
§ 146.155(b) (3) to (11) are not counted 
toward the above requirement for the 
minimum of 20 percent of the orange 
juice soluble solids to be derived from 
fruit grown in any one producing re¬ 
gion but may be added in quantities as 
indicated in 4 146.155<d><2). 

(b) It contains less than 95 percent 
but not less than 70 percent equivalent 
single strength orange juice calculated 
as indicated in ? 146.155(d) (2). This re¬ 
quirement is considered to have been 
met if the content of orange juice solu¬ 
ble solids (exclusive of soluble solids 
other than orange juice soluble solids) 
amounts to less than 11.2 percent but 
not less than 8.26 percent by weight of 
the finished beverage. 

(c) Thickeners, stabilizers, clouding 
agents, emulsifiers, and buffers may not 
be added to orange Juice drink blend. 

(d) The name of the beverage con¬ 
sists of the following two phrases which 
shall appear together: 

(1) The words “Orange Juice drink 
blend” w hich shall be printed on a single 
line. 

(2) The words “Containing_per¬ 

cent orange Juice” which shall have the 
blank filled In with the number 70 or a 
number which is a multiple of 5 higher 
than 70 but not higher than 95 or greater 
than the percentage of equivalent single 
strength orange Juice in the beverage. 

Not*.— t 146.159 (formerly 127.161) waa 
stayed In It* entirety at 38 FR C069. Mar 14. 
1973. 

§ 1 16.160 l*m*drrrd orangr juirr drink 
blend. 

Powdered orange juice drink blend is 
the dehydrated beverage base which, 
when reconstituted according to label 
directions, conforms to all of the re¬ 
quirements for composition and labeling 
prescribed by 9 146.159 for orange juice 
drink blend except that: 

<a) The name of the beverage base 
consists of the following two phrases 
which shall appear together: 

<1> The word “Powdered” or any ap¬ 
propriate descriptive word used in lieu 
of the word “Powdered” which shall be 
on a line immediately above the words 
“Orange Juice drink blond”. 

(2) The words “Containing .per¬ 
cent orange Juice” which shall have the 
blank filled in with the number 70 or a 
number which Is a multiple of 5 higher 
than 70 but not higher than 95 or greater 
than the percentage of equivalent single 
strength orange Juice contained in a 
beverage made by reconstituting the 
powdered base as directed on the label. 

(b> Safe and suitable anticaking 
agents, foaming agents, browning in¬ 
hibitors. and drying agents may* be 
added. 
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Nor*.— I 146.160 (formerly 127 162) wm 
stayed In Its entirety at 38 FR 6969, Mar. 14. 
1973. 

§ 116.161 Orangr drink. 

Orange drink is the beverage that con¬ 
forms to all of the requirements for com¬ 
position and labeling prescribed by 
9 146.155 for orange juice drink except 
that: 

(a) It contains less than 35 percent 
but not less than 10 percent equivalent 
single strength orange Juice calculated 
as set forth in 4 146.155(d) (2). This re¬ 
quirement is considered to have been 
met if the content of orange juice soluble 
solids (exclusive of soluble solids other 
than orange juice soluble solids) amounts 
to less than 4.13 percent but not less than 
1.18 percent by weight of the finished 
beverage. 

<b) The minimum orange Juice solu¬ 
ble solids requirement of 1.18 percent for 
orange drink may be contributed solely 
by one or more of the orange Juice in¬ 
gredients described in 9 146.155(b) (3) 
through (11). TTie remaining orange 
Juice soluble solids declared on the label, 
if more than 10 percent is declared, must 
be contributed by one or more of the 
orange juice ingredients described in 
9 146.155(b) (1) and <2>. 

(c) The weight of the total soluble 
solids is not less than 10 percent by 
weight of the finished beverage. 

(d) The name of the beverage con¬ 
sists of the following two phrases which 
shall appear together: 

(1) The words “Orange drink” which 
shall be printed on a single line. 

<2) The words “Containing_per¬ 

cent orange Juice” which shall have the 
blank filled in with the number 10 or a 
number which is a multiple of 5 higher 
than 10 but not higher than 30 or greater 
than the percentage of equivalent single 
strength orange Juice contained in the 
finished beverage. 

Nonr*—1 146.161 (formerly 1 27 163) wo« 
Mayed In IU entirety At 38 FR 6969. Mar. 14. 
1973. 

§ 146.163 Concentrate for orange drink. 

Concentrate for orange drink U the 
beverage concentrate which, when di¬ 
luted according to label directions, con¬ 
forms to all of the requirements for com¬ 
position and labeling prescribed by 
9 146.161 for orange drink except that: 

(a) The name of the concentrated 
beverage base consists of the following 
two phrases which shall appear together 

(1) The words “Concentrate for” 
which shall be on a single line immedi¬ 
ately above the words “Orange drink”. 

(2) The words “Containing_per¬ 

cent orange Juice” which shall have the 
blank filled in with the number 10 or a 
number which is a multiple of 5 higher 
than 10 but not higher than 30 or greater 
than the percentage of equivalent single 
strength orange Juice in the beverage 
made by diluting the beverage concen¬ 
trate as directed on the label. 

(b) The dilution ratio of the beverage 
shall be not less than 3 plus 1. For the 
purposes of this section, the "dilution 
ratio” Is the whole number of volumes 
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of water per volume of concentrate for 
orange drink required to produce orange 
drink conforming to the requirement* 
for composition prescribed by 1146.161. 

Not*-— I 146.165 (formerly I 27 164) wiui 
M iiyeO In lt« entirely si 36 KR 0969. Mar 14. 

2973. 

§ I -SO. I6J I'ondrrrd onin^r drink. 

Powdered orange drink i» the dehy¬ 
drated beverage base which, when re¬ 
constituted according to label directions, 
conforms to all of the requirements for 
composition and labeling prescribed by 
5 146.161 for orange drink except that: 

(a) The name of the beverage base 
consists of the following two phrase* 
which shall appear together: 

(1) The word "Powdered” or any ap¬ 
propriate descriptive word used in lieu of 
the word “Powdered” which shall be on 
a line immediately above the words 
"Orange drink". 

(2) The words "Containing-per¬ 

cent orange Juice" which shall have the 
blank filled in with the number 10 or a 
number which Is a multiple of 6 higher 
than 10 but not higher than 30 or greater 
than the percentage of equivalent single 
strength orange Juice in a beverage 
made by reconstituting the powdered 
base as directed on the label. 

(b) Safe and suitable anticaking 
agents, foaming agents, browning in¬ 
hibitors. and drying agents may be 
added. 

Nott—I 140.164 {formerly 117166) imi 
•taped In tu entirety at 36 FR 6969. Mar 14. 
1973. 

§ 116.16.1 Orange flavored drink. 

Orange flavored drink is the beverage 
that conforms to all of the requirement* 
for composition and labeling prescribed 
by 1 146.155 for orange Juice drink ex¬ 
cept that: 

(a) It contains less than 10 percent 
but more than 0 percent equivalent 
single strength orange Juice calculated 
as set forth in 4 146.155(d) (2) of this 
chapter. This requirement is considered 
to have been met if the content of orange 
Juice soluble solids (exclusive of soluble 
solids other than orange Juice soluble 
solids) amounts to less than 1.16 percent 
but more than 0 percent by weight or 
the finished beverage. 

(b) The orange Juice soluhle solids 
requirements for orange flavored drink 
may be contributed solely by one or more 
of tlie orange Juice ingredients described 
in 4 146.155(b) (1) through <11>. 

(c) The weight of the total soluble 
solids is not less than 10 percent by 
weight of the finished beverage. 

(d> The name of the beverage con¬ 
sists of the following two phrase* which 
shall appear together: 

(1) The words "Orange flavored 
drink" which shall be printed on a single 
line. 

(2) The words "Containing_per¬ 

cent orange Juice" which shall have the 
blank filled In with the words "leas than 
2" If the beverage contains less than 2 
percent but more than 0 percent orange 
juice or with the number 2 or a number 
which is a multiple of 2 higher than 2 
but not higher than 8 or greater than the 


percentage of equivalent single strength 
orange Juice contained In the finished 
beverage. 

Wore.—I 146.165 (formerly 127.106) wm 
• tired In its entirety at 38 PR 6900, Mar 14. 
1973. 

§ M6.166 Commit rate for oransr fla¬ 
vor rd drink. 

Concentrate for orange flavored drink 
is the beverage concentrate which, when 
diluted according to label directions, con¬ 
forms to all of the requirements for 
composition and labeling prescribed by 
1 146.165 for orange flavored drink ex¬ 
cept that: 

(a) The name of the concentrated 
beverage base consists of the following 
two phrases which shall appear together: 

(1) The words "Concentrate for" 
which shall be on a single line immedi¬ 
ately above the words "Orange flavored 
drink". 

(2) The words "Containing-per¬ 

cent orange juice" which shall have the 
blank filled in with the words "less than 
2" or with the number 2 or a number 
which is a multiple of 2 higher than 2 
but not higher than 8 or greater than 
the percentage of equivalent single 
strength orange Juice in a beverage made 
by diluting the beverage concentrate os 
directed on the label. 

(b) Tlie dilution ratio of the beverage 
shall not be less than 3 plus 1. For the 
purpose of this section the "dilution 
ratio" is the whole number of volumes of 
water per volume of concentrate for 
orange flavored drink required to pro¬ 
duce orange flavored drink conforming 
to the requirements for composition 
prescribed by 4 146.165. 

Nont—| 140.166 (formerly 127.167) wm 
» taye<t In Ua entirety at 36 PR 6969. Mar. 14. 
1973. 

§ I 16.167 Powdered orange flavored 

drink. 

Powdered orange flavored drink is the 
dehydrated beverage base which when 
reconstituted according to label direc¬ 
tions conforms to all of the requirements 
for composition and labeling as pre¬ 
scribed by 4 146.165 for orange flavored 
drink except that: 

(a) The name of the beverage base 
consists of the following two phrases 
which shall appear together: 

(1) The word "Powdered" or any ap¬ 
propriate descriptive word used in lieu of 
the word "Powdered" which shall be on a 
line immediately above the words 
"Orange flavored drink". 

(2) The words "Containing_per¬ 

cent orange Juice" which shall have the 
blank filled in with the words 'Tees than 
2" or with the number 2 or a number 
which Is a multiple of 2 higher than 2 
but not higher than 8 or greater than the 
percentage of equivalent single strength 
orange juice in a beverage made by re¬ 
constituting the powdered base as di¬ 
rected on the label. 

(b) Safe and suitable anticaking 
agents, foaming agents, browning inhib¬ 
itors. and drying agents may be added. 

Not t | 146.167 (formerly f 27.168) vii 
stayed In Its entirety at 38 PR 6969, Mar 14. 
1973. 


§ 146.168 W«lrr*rtlr#d«l frotuklr or¬ 
ange solids. 

(a) Water-extracted soluble orange 
solids is the food prepared for farther 
manufacturing use from the unfer¬ 
mented excess pulp removed during the 
production of one or more of the orange 
juice products provided for in 44 146.135. 
146.137, 146.140, 146.141. 146.145, 146.146 
146.150. 146.151, 146 152, 146.153, and 
146.154. The orange juice adhering to the 
excess pulp is extracted from the excess 
pulp in the presence of water. Seeds (ex¬ 
cept embryonic seeds and small frag¬ 
ments of seeds that cannot be separated 
by good manufacturing practice) and 
iwtri of the spent pulp are removed 
Water may be removed. The food may be 
preserved by freeing; by refrigerating 
by adding a safe and suitable optional 
preservative ingredient; by heating to re¬ 
duce substantially the ensymalic activity 
and the number of viable microorga 
nisms; or by heating, either before or 
after sealing in containers, to prevent 
spoilage. 

(b> An optional Ingredient is con¬ 
sidered to be safe if it is not a food addi¬ 
tive as defined in section 201 (s) of the 
Federal Food, Drug, and Cosmetic Act. 
or if It Is a food additive as so defined 
and is used in conformity with regula¬ 
tions established pursuant to section 409 
of the act. 

(c) The name of the food is "water- 
extracted soluble orange solids 
Brix", the blank being filled In with th<* 
figure showing the percent by weight of 
total soluble orange solids in the food ex¬ 
pressed in degrees Brix. However, if the 
food is concentrated to 20* Brix or more 
the word "concentrated" shall precede 
the name of the food. 

<d> If one or more of the optional 
preservative ingredients arc added, the 

label shall bear the statement "-— - 

_added as a preservative", the blank 

being filled In with the name of the 
preservative. 

(e) For the purpose of calculating the 
percentage of orange Juice in a beverage 
to which this food is added as an op¬ 
tional orange juice ingredient use the 
weight of only the soluble portion of this 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food 

Nott.—| 146.168 (formerly 127.150) wo* 
stayed in Its entirety at 38 FR 8969. Mar 14, 
1978 

§116.16*1 |>cli> tlr.itnl *alrr-e*tr*rtril 
soluble orange solid*. 

<a> Dehydrated water-extracted solu¬ 
ble orange solids is the dehydrated food 
for further manufacturing use prepared 
by removing water from water-extracted 
soluble orange solids as defined in 
4 146.168. Orange essence and orange oil 
may be added. It may contain one or 
more of the safe and suitable ingredients 
specified in paragraph (b) of this sec¬ 
tion. The moisture content 1s not greater 
than 7 percent of the weight of the fin¬ 
ished food. It may be refrigerated or 
fnoaaen. 

(b) The optional ingredients suitable 
for use in the dehydrated food are the 
following: 
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1 If 13 


(1) AnUcaking agents. 

i2) Antioxidants. 

<3> Foaming agents. 

i4> Browning inhibitors. 

»5> Doing agents. 

For line purposes of this section, an op¬ 
tional ingredient is considered to be safe 
when it complies with the requirements 
of 5 146.168<bi. „ 

cc> The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter and shall 
appear in letters not less than one-half 
the size required by l 101.105 of this 
chapter for the declaration of net 
quantity of contents. 

<d) The name of the food is "Dehy¬ 
drated water-extracted soluble orange 
solids". 

<©) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an op¬ 
tional orange juice ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food. 

Nor*. — I 146.160 (formerly 127 161) was 
stayed In Its entirety at 38 FR 6969. Mar. 14. 

1973. 

§ 146.170 C!omiuin tiled orange*. 

<a) Comminuted oranges is the food 
puree for further manufacturing use 
prepared by comminuting whole mature 
oranges of the species Citrus sinensis. 
The amount of orange oil may be ad¬ 
justed in accordance with good manu¬ 
facturing practice. Orange essence may 
be added. The food may be preserved by 
freezing: by refrigerating: by adding a 
safe and suitable preservative; by heat¬ 
ing to reduce substantially the enzy¬ 
matic activity and the number of viable 
microorganisms; or by heating, either 
before or after sealing in containers, to 
prevent spoilage. 

<b) For the purposes of this section, 
a preservative is considered to be safe 
when it complies with the requirements 
of | 146.168(b). 

(c) The name of the food is "Com¬ 
minuted oranges - percent Brix". 

the blank being filled in with the figure 
showing the percent by weight of total 
soluble orange solids in the food ex¬ 
pressed In degrees Brix. 

(d) If a preservative is added the label 

shall bear the statement " - added 

as a preservative", the blank being filled 
in with the name of the preservative. 

(e) For the purpose of calculating the 
percentage of orange Juice In a beverage 
to which this food is added as an op¬ 
tional orange juice ingredient, use only 
the weight of the soluble portion of the 
food In calculating the percentage of 
orange Juice soluble solids that may be 
contributed to the beverage by this food. 

Ncnx—I 146 170 (formerly | 27.162) was 
stayed In Its entirety at 38 FR 6969. Mar. 14. 
1973. 

§ 146.171 Dehydrated comminuted or- 
ntigea. 

fa) Dehydrated comminuted oranges 
is the dehydrated food for further manu¬ 
al 

FEDERAL 


facturing use prepared by removing 
water from comminuted oranges as de¬ 
fined In 1 146.170. The food complies 
with the requirements for composition 
and labeling of optional Ingredients pre¬ 
scribed for dehydrated w*ater-extracted 
soluble orange solids by 4 146.169, except 
that it is made from comminuted oranges 
as defined in § 146.170 and except that 
the moisture content is not greater than 
10 percent of the weight of the finished 
food. 

(b) The name of the food is "Dehy¬ 
drated comminuted oranges". 

<c) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an optional 
orange Juice ingredient, use only the 
weight of the soluble portion of the food 
in calculating the percentage orange 
Juice soluble solids that may be con¬ 
tributed to the beverage by this food. 

Nome.—1 146.171 (formerly I 27 158) was 
stayed in Its entirety at 38 FR 6969. Mar. 14, 
1973. 

§ 116.172 Extract of comminuted 
oranges* 

<a> Extract of comminuted oranges is 
the liquid food prepared for further 
manufacturing use from the fluids ob¬ 
tained from comminuted oranges as de¬ 
fined in 3 146.170. Water may be used in 
the extraction process. Excess peel, pulp, 
flavido, and seed fragments are removed. 
Water may be removed. The amount of 
orange oil may be adjusted in accord¬ 
ance with good manufacturing practice. 
Orange essence may be added. The food 
may be preserved by freezing; by refrig¬ 
erating; by adding a safe and suitable 
preservative; by heating to reduce sub¬ 
stantially the enzymatic activity and the 
number of viable microorganisms: or by 
heating, either before or after sealing in 
containers, to prevent spoilage. 

(bi For the purposes of this section, a 
preservative is considered to be safe if it 
complies with the requirements of 3 146 - 
168(b). 

(c) The name of the food is "Extract 

of comminuted oranges._• Brix", 

the blank being filled in with the figure 
showing the percent by weight of total 
soluble solids in the food expressed in 
degrees Brix. 

<d> If a preservative is added the label 

shall bear the statement "_added 

as a preservative", the blank being filled 
in with the name of the preservative. 

<e) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an op¬ 
tional orange juice Ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food. 

Nor*.—| 146.172 (formerly | 27.154) wu 
stayed in its entirety at 38 FR 6069. Mar 14. 
1973. 

§ 116.173 Dehydrated extract of coninti- 
nulcd orange*. 

(a) Dehydrated extract of commi¬ 
nuted oranges is the dehydrated food for 
further manufacturing use prepared by 
removing water from extract of commi¬ 
nuted oranges as defined in 3 146.172. 
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The food complies with the requirements 
for composition and labeling of optional 
Ingredients prescribed for dehydrated 
water-extracted soluble orange solids by 
3 146.169 except that it is made from ex¬ 
tract of comminuted oranges as defined 
in i 146.172. 

(b) The name of the food is "Dehy¬ 
drated extract of comminuted oranges". 

(c) For the purpose of calculating the 
percentage of orange Juice in a beverage 
to which this food is added as an optional 
orange Juice ingredient, use only the 
weight of the soluble portion of the food 
in calculating the percentage of orange 
juice soluble solids tliat may be contrib¬ 
uted to the beverage by this food. 

Not* —| 146.175 (formerly I 27.155) was 
stayed In 1U entirety at 38 FR 6969. Mar. 14, 
1973. 

§ 116.176 Juicy orange pulp for manu¬ 
facturing. 

(a) Juicy orange pulp for manufac¬ 
turing and pulpy orange juice for manu¬ 
facturing is the class of pulpy moist 
foods or pulpy liquid foods prepared for 
further manufacturing use from the un¬ 
fermented juice and the pulp of mature 
oranges of the species Citrus sinensis. 
The pulp has not been washed. Seeds 
(except embryonic seeds and small frag¬ 
ments of seeds that cannot be separated 
by good manufacturing practice) are 
removed. Orange Juice, orange pulp, and 
orange oil may be adjusted in accordance 
with good manufacturing practice. 
Orange essence and orange juice prod¬ 
ucts as defined in 13 146.135, 146.137. 
146.140, 146.141. 146.145. 146.146, 146.150. 
146.151. 146.152,146.153. and 146.154 may 
be added. The food may be preserved 
by freezing: by refrigerating; by adding 
a preservative; by heating to reduce sub¬ 
stantially the enzymatic activity and the 
number of viable microorganisms; or 
by heating, either before or after sealing 
in containers, to prevent spoilage. 

(b) For the purposes of this section, a 
preservative is considered to be safe if it 
complies with the requirements of 
3 146.168(b). 

(c) The name of the food is "Juicy 
orange pulp for manufacturing", if the 
percentage of rulp exceeds 50 percent or 
the name of the food is "Pulpy orange 
Juice for manufacturing", if the per¬ 
centage of pulp Is 50 percent or less, 

(d> If a preservative is added, the 

label shall bear the statement " _ 

added as a preservative", the blank being 
filled in with the name of the pre¬ 
servative. 

(e> For the purpose of calculating the 
percentage of the orange Juice in a bev¬ 
erage to which this food is added as an 
optional orange Juice ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange Juice soluble solids that may be 
contributed to the beverage by this food. 

Nor*.—| 146.176 (formerly I 27.156) was 
stayed In Its entirety at 38 FR 6969. Mar 14. 
1973. 

§ 1*16.177 Dehydrated juicy orange pulp 
for manufacturing. 

(a) Dehydrated Juicy orange pulp for 
manufacturing and dehydrated pulpy 
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RULES AND REGULATIONS 


orange Juice for manufacturing is the 
class of dehydrated foods for further 
manufacturing use prepared by remov¬ 
ing water from Juicy orange pulp for 
manufacturing or pulpy orange Juice for 
manufacturing as defined in 1 146.176. 
The food complies with the requirements 
for composition and labeling of optional 
ingredients prescribed for dehydrated 
water-extracted soluble orange solids 
by * 146.169, except that it is made from 
juicy orange pulp or pulpy orange Juice 
rather than from dehydrated water ex¬ 
tracted soluble orange solids and except 
that the moisture content is not greater 
than 10 percent of the weight of the 
finished food. 

<b) The name of the food is “Dehy¬ 
drated Juicy orange pulp for manufac¬ 
turing", If it is mode from Juicy orange 
pulp for manufacturing, or the name of 
the food Is “Dehydrated pulpy orange 
Juice for manufacturing," if It is made 
from pulpy orange Juice for manufac¬ 
turing. both as defined in i 146.176. 

Cc> For the purpose of calculating the 
percentage of orange Juice in a beverage 
to which this food is added os an op¬ 
tional orange Juice ingredient use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food. 

Note; 1 146.177 (tarmorly 197.167) wm 
stayed In its entirety at 38 FR 6969, Mar. 14. 
1973, 

§ 146.185 Canned juinr. 

<a> Identity —tl> Canned pineapple 
Juice is the juice, intended for direct con¬ 
sumption. obtained by mechanical proc¬ 
ess, whJch may Include centrifuging but 
not filtering, from the flesh or parts 
thereof, with or without core material, of 
sound, ripe pineapple iA nemos c omostis 
L. Merrill*. The Juice may have been 
concentrated and later reconstituted with 
water suitable for the purpose of main¬ 
taining essential composition and quality 
factors of the Juice. Canned pineapple 
Juice contains finely divided insoluble 
solids, but it does not contain pieces of 
shell, seeds, or other coarse or hard sub¬ 
stances. It may be sweetened with any 
suitable dry nutritive carbohydrate 
sweetener. However. If the pineapple 
Juice is prepared from concentrate, such 
sweeteners, in liquid form, also may be 
used. It may contain added vitamin C 
In a quantity such that the total vita¬ 
min C in each 4 fluid ounces of the 
finished food amounts to not less than 
30 milligrams and not more than 60 mil¬ 
ligrams. In the canning of pineapple 
Juice, cUmethylpolysiloxaue complying 
with the requirements of f 173 340 of this 
chapter may be employed as a defoaming 
agent in an amount not greater than 10 
parts per million by weight of the finished 
food Before or after sealing In the con¬ 
tainer. canned pineapple Juice is so proc¬ 
essed by heat as to prevent spoilage. 

<2) The name of the food Is "Fine- 
apple Juice" if the juice from which it 
is prepared has not been concentrated 
and/or diluted with water. The name of 
the food is "Pineapple Juice from con¬ 
centrate" if the finished Juice has been 
made from pineapple Juice concentrate 
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as specified in paragraph (a) of this 
section. If a nutritive sweetener Is added, 
the label shall bear the statement 
"Sweetener added." If no sweetener is 
added, the word "Unsweetened" may 
immediately precede or follow the words 
"Pineapple Juice" or “Pineapple Juice 
from concentrate," 

(3* Each of the optional ingredients 
shall be declared on the label as required 
by the applicable sections of Part 101 
of this chapter. 

(b> Quality —(1> The standard of 
quality for canned pineapple Juice is as 
follows: 

(1) The soluble solids content of pine¬ 
apple Juice (exclusive of added sugars> 
without added water shall not be less 
than 10.5* Brix as determined by rcfrac- 
tometer at 20* C uncorrccted for acidity 
and read as degrees Brix on Internation¬ 
al 8ucrose Beales. Where the Juice has 
been obtained using concentrated Juice 
with addition of water, the soluble pine¬ 
apple Juice solids content (exclusive of 
added sugars) shall be not less than 13.5“ 
Brix. uncorrected for acidity and read 
as degrees Brix on the International Su¬ 
crose Scales. 

(ill The acidity, as determined by the 
method prescribed in paragraph (b)(2) 
<M> of this section, is not more than 1.35 
grams of anhydrous citric add per 100 
milliliters of the Juice. 

(Ill) The ratio of the degrees Brix to 
total acidity, as determined by the meth¬ 
od prescribed in paragraph <b)(2Mlll) 
of this section, is not less than 12. 

(lv) The quantity of finely divided "in¬ 
soluble solids", as determined by the 
method prescribed In paragraph (b) (2) 
(lv) of this r.ecUon, is not less than 5 per¬ 
cent nor more than 30 percent. 

(2) The methods referred to in para¬ 
graph <b) * 1» of this section are as fol¬ 
lows: 

cl) Determine the degrees Brix of the 
canned pineapple Juice by the method 
prescribed in "Official Methods of Anal¬ 
ysis of the Association of Official Agri¬ 
cultural Chemists," "Solids—By Means 
of Spinolle—Official*' l Ed. note, 10th edi¬ 
tion, 1965. p. 486. sec. 29.0091. 

ill) Determine the total acidity of the 
canned pineapple Juice by titration by 
the method prescribed in $ 145.180* b> (2) 
Ox) of this chapter. 

tlii) Dirlde the degrees Brix deter¬ 
mined as prescribed In paragraph cb> (2) 
tt> of this section by the grams of anhy¬ 
drous citric acid per 100 milliliters of 
juice, determined as prescribed In para¬ 
graph <b> (2) (11) of this section, and re¬ 
port the results as ratio of degrees Bnx 
to total acidity. 

(tv) Determine the quantity of “in¬ 
soluble solids" In canned pineapple juice 
as follows: Measure 50 milliliters of 
thoroughly stirred pineapple Juice into 
a cone-shaped graduated tube of the 
long-cone type, measuring approxi¬ 
mately Inches from tip to top cali¬ 
bration and having a capacity of 50 
milliliters. Place the tube in a suitable 
centrifuge the approximate speed of 
which is related to diameter of swing in 
accordant?© with the table immediately 
below. The word "diameter" means the 
over-all distance between the tips of op¬ 


posing centrifuge tubes in operating 
position. 

Approximate 

revolution* 


DKuiiftUr (Inches): 

10.... 


I*.- - 

2% . 

.. 


per minute 

...1,600 

_1,670 

__ 1,634 

_1,500 

..1,468 

.... i.4m 
_1. 4t0 


. 

414 

. 

. 

. 

8V 4 
9 . 

®V4 

20 . 


i„izz i_11_mi—i liSl 

__l! 292 

cm 

„.vi7.w "imii—mu tianj 

i, 1&2 

_L107 

_1.153 

_1,137 


The milliliter reading at the top of the 
layer of "insoluble solids," after cen¬ 
trifuging 3 minutes, is multiplied by two 
to obtain the percentage of "insoluble 
solids." 

(3) If the quality of canned pineapple 
Juice falls below the standard prescribed 
in paragraph (b)(1) of this section, the 
label shall bear the general statement of 
substandard quality specified in f 130.14 

(a) of this chapter, in the manner and 
form therein specified. 

-(c) Fill of container —»1» The stand¬ 
ard of fill of container for canned pine¬ 
apple Juice is a All of not less than 90 
percent of the total capacity of the con¬ 
tainer. as determined by the general 
method for fill of container prescribed m 
* 130.12(b) or this chapter. 

(2) If canned pineapple Juice fails 
below the standard of fill of container 
prescribed in paragraph (c)(1) of this 
section, the label shall bear the state¬ 
ment of substandard fill specified in 
i 130.14(b) of this chapter, in the man¬ 
ner and form therein specified 

§ 146.187 Cnnnrd pmnf jttlrr. 

(a) Canned prune Juice is the food 
prepared from a water extract of dried 
prunes and contains not less than 18.5 
percent by weight of water-soluble solids 
extracted from dried prunes. The quan¬ 
tity of prime solids may be adjusted by 
the concentration, dilution, or both, of 
the water extract or extracts made 
Such food may contain one or more of 
the optional acidifying ingredients spec¬ 
ified In paragraph (b)(1) of this section, 
in a quantity sufficient to render the 
food slightly tart: It may contain honey 
added within the quantitative limits pre¬ 
scribed by paragraph (b) (2> of this sec¬ 
tion; and it may contain added vitamin 
C in a Quantity prescribed by paragraph 

(b) (3) of this section. Such food ts 
sealed in a container and so processed 
by heat, before or after sealing, as to 
prevent spoilage. 

<b) The optional ingredients referred 
to in paragraph (a) of this section are: 

(I) One or any combination of two or 
more of the following acidifying ingre¬ 
dients: 

ci> Lemon Juice. 

(li) Lime Juice. 
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UU> Citric acid. 

c2) Iloney. In a Quantity not leas than 
2 percent and not more than 3 percent 
by weight of the finished food. 

(3) Vitamin C. In a quantity such that 
the total vitamin C in each 6 fluid ounces 
of the finished food amounts to not less 
than 30 milligrams and not more than 
50 milligrams. 

Cc) < 1 * The name of the food is 
Prune Juice—a water extract of dried 
prunes’*. For the purposes of the Fed¬ 
eral Food. Drug, and Cosmetic Act con¬ 
cerning the label declaration of the name 
of the food, the explanatory statement 
"A water extract of dried prune®** may 
appear immediately below the words 
• prune Juice'*, but there shall be no in¬ 
tervening written, printed, or graphic 
matter, and the type used for the words 
“A water extract of dried prunes” shall 
be of the same style and not less than 
half the print size of the type used for 
the words “prune Juice”. 

<2)(i> When one or more of the 
acidifying ingredients specified in para¬ 
graph (b)(1) of this section are used, 
the label shall bear the statement 

_ added” or “with added 

.. _ the blank being filled in 

with the name or names of the optional 
ingredients used. 

<il) When honey, as specified In para¬ 
graph (b><2) of this section, is used 
the label shall bear the statement “with 

_ honey** or **- honey 

added”, the blank to be filled in with 
the percent by weight of the honey in 
the finished food or with the statement 
between 2 and 3%'\ 

(lit) When one or more of the in¬ 
gredients designated in paragraph (b) 
U> of this section and the Ingredient 
designated in paragraph (b)(2) of this 
rection are used, the statements specified 
in paragraph (c) (2) (1) and (11) of this 
section may be combined, as for ex¬ 
ample. "with lemon Juice and between 
2 and 3% honey added”. 

<iv> When vitamin C is added as pro¬ 
vided in paragraph fb) (3) of this sec¬ 
tion. it shall be designated on the label 
as ”vitamin C added” or “with added 
vitamin C”. 

<3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the words specified 
in this paragraph, showing the optional 
ingredients used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter. 


PART 150—FRUIT BUTTERS, JELLIES, 
PRESERVES, AND RELATED PRODUCTS 

Subpart A—(Rrvirmd] 

Subpart 8—R«qu»r*mfrnt« for SjHcffic Standard- 
•**d Fruit Buttorm, Jotlto*. Pmtrvn. and Ra- 
latod Products 

Sec, 

150.1 to Fruit butter. 

150.140 Fruit JcUy. 

150.141 Artificially sweetened fruit Jelly 
*50.100 Fruit pmorvbA and Jama. 

150.161 Artificially sweetened fruit prwerve* 
and Jama. 

Authoiutt. Secs. 401. 701, 62 Stat. 1046 aa 
amended, 1056-1056 m amended (21 UBC. 

341. 371). 


RULES AND REGULATIONS 

Subpart A—[Reserved] 

Subpart B—Requirements for Specific 
Standardized Fruit Butters, Jellies, Pre¬ 
serves, and Related Products 

9, ISO.I 10 Fruit butter. 

<a> The fruit butters for which defini¬ 
tions and standards of identity are pre¬ 
scribed by this section ore the smooth, 
semisolid foods each of which Is made 
from a mixture of one or a permitted 
combination of the optional fruit ingre¬ 
dients specified in paragraph (b> of this 
section and one or any combination of 
the optional ingredients specified in 
paragraph (c) of this section, which 
meets the specifications in paragraph 
(d) of this section, and which is labeled 
in accordance with paragraph <e> of this 
section. Such mixture is concentrated 
with or without heat. The volatile flavor¬ 
ing materials or essence from such mix¬ 
ture may be captured during concentra¬ 
tion, separately concentrated, and added 
back to any such mixture, together with 
any concentrated essence accompanying 
any optional fruit ingredient. 

<b>(l> Each of the optional fruit in¬ 
gredients referred to In paragraph (a) 
of this section is prepared by cooking one 
of the following fresh, frozen, canned, 
and/or dried (evaporated) mature fruits, 
with or without added water, and screen¬ 
ing out skins, seeds, pits, and cores: 

Factor referred to in paragraph (tf) (2) 
of thU section 


N.-une of fruit: 

Apple___ 7.5 

Apricot__ 70 

O rape_ 7.0 

POftdi .. 8 5 

Pe*r ...__-_ 6.5 

Plum (oUicr than prune)____ 7 0 

Prune----_ 7.0 

Quince__ —— 7.5 


(2) The permitted combinations are 
of two, three, four, and five of the fruit 
Ingredients specified in paragraph (b> 

(1) of this section; the weight of each Is 
not less than one-fifth of the weight of 
the combination. Each such fruit ingredi¬ 
ent In any such combination Is an op¬ 
tional ingredient. 

<c> The following safe and suitable op¬ 
tional ingredients may be used: 

(1) Nutritive carbohydrate sweeteners. 

(2) 8plce. 

(3) Flavoring (other than artificial 
flavoring). 

(4» Salt. 

(5) Acidifying agents. 

(fi) Fruit Juice or diluted fruit juice 
or concentrated fruit Juice, in a quantity 
not less than one-half the weight of the 
optional fruit ingredient. 

(7) Preservatives. 

(8) AnUfoaming agents except those 
derived from animal fats. 

(9 1 Pectin, In a quantity which rea¬ 
sonably compensates for deficiency, if 
any’, of the natural pectin content of the 
fruit ingredient 

<d> For the purposes of this section: 

(1) The mixture referred to in para¬ 
graph (a) of this section shall contain 
not less than five parts by weight of the 
fruit ingredient as measured in accord¬ 
ance with paragraph (d> (2) of this sec- 
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lion to each two parts by weight of nutri¬ 
tive carbohydrate sweetener as measured 
in accordance with paragraph (d) (4) of 
this section. 

(2) Any requirement with respect to 
the weight of any optional fruit Ingredi¬ 
ent, whether concentrated, unconcen¬ 
trated. or diluted, means the weight de¬ 
termined by the following method: (i> 
Determine the percent of soluble solids 
in the optional fruit ingredient by the 
method for soluble solids referred to in 
paragraph <d> (3) of this section; Ui> 
multiply the percent so found by the 
weight of such fruit ingredient; (III) 
divide the result by 100; <lv> subtract 
from the quotient the weight of any 
nutritive sweetener solids or other added 
solids; and (v) multiply the remainder by 
the factor for such Ingredient prescribed 
in paragraph <b> <1> of this section. The 
result is the weight of the optional fruit 
ingredient. 

(3) The soluble solids content of tho 
finished fruit butter is not less than 43 
percent, as determined by the method 
prescribed in '‘Official Methods of Anal¬ 
ysis of the Association of Official Analyt¬ 
ical Chemists,” 12th Ed. 1975, p. 397, sec. 
22.024. under "Soluble Solids (by Refrac- 
tometcr) in Fresh and Canned Fruits. 
Fruit Jellies, Marmalades, and Pre¬ 
serves—Official First Action.” except that 
no correction is made for water-insoluble 
solids 

(4) The weight of any nutritive car¬ 
bohydrate sweetener means the weight 
of the solids of such ingredient 

(5) The weight of fruit Juice or diluted 
fruit juice or concentrated fruit Juice 
(optional ingredient, paragraph (c)(6)) 
from a fruit specified in paragraph (b) 
(1) of this section 1$ the weight of such 
juice, as determined by the method pre¬ 
scribed in paragraph <d) (2) of this sec¬ 
tion. except that the percent of soluble 
solids Is determined by the method pre¬ 
scribed in "Official Methods of Analysis 
of the Association of Official Analytical 
Chemists.” 12th Ed. 1975. p. 566. sec. 
31.011. under "Solids by Means of Rc- 
frac tome ter—Official Final Action”; the 
weight of diluted concentrated Juice from 
any other fruit is the original weight of 
the Juice before it was diluted or con¬ 
centrated. 

(e) (1) The name of each fruit butter 
for which a definition and standard of 
identity is prescribed by this section is as 
follows: 

(D In case the fruit butter is made 
from a single fruit ingredient, the name 
1® "Butter”, preceded by the name where 
by such fruit is designated in paragraph 
(b)(1) of this section. 

(U) In case the fruit butter to made 
from a combination of two. three, four, 
or five fruit ingredients, the munc is 
"Butter”, preceded by the words "Mixed 
fruit” or by the names whereby such 
fruits arc designated in paragraph <b) 

(I) of this section, in the order of pre¬ 
dominance, if any, of the weight of such 
fruit ingredients in the combination. 

(2) Each of the optional Ingredients 
specified in paragraphs (b) and (c) of 
this section shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter, except that; 
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(i) Other than In the case of dried 
(evaporated • fruit the name's) of the 
fruit or fruits used may be declared with¬ 
out specifying the particular form of the 
fruit or fruits used. When the optional 
fruit ingredient is prepared in whole or 
in part from dried fruit, the label shall 
bear the words “prepared from” or “pre¬ 
pared in part from", as the case may be. 
followed by the word “evaporated" or 
“dried", followed by the name whereby 
such fruit is designated in paragraph 
<c> of this section. When two or more 
such optional fruit ingredients are used, 
such names, each preceded by the word 
“evaporated" or “dried", shall appear in 
the order of predominance, if any. of the 
weight of such ingredients In the com¬ 
bination. 

<il> If sugar or invert sugar is the 
sweetener used, the term “sugar" may be 
used, and if the sweetener used is derived 
from com the term "corn sweetener" 
may be used. 

§ 1541.140 Fruit jrlly. 

(a) The Jellies for which definitions 
and standards of identity are prescribed 
by this section are the Jelled foods each 
of which is made from a mixture of one 
or a permitted combination of the fruit 
Juice ingredients specified in paragraph 
<b> of this section and one or any combi¬ 
nation of the optional ingredients speci¬ 
fied in paragraph <c) of this section, 
which meets the specifications in para¬ 
graph <d> of this section and which is 
labeled in accordance with paragraph 
<e> of this section. 8uch mixture is con¬ 
centrated with or without heat. The vola¬ 
tile flavoring materials or essence from 
such mixture may be captured during 
concentration, separately concentrated, 
and added back to any such mixture, to¬ 
gether with any concentrated essence 
accompanying any optional fruit ingre¬ 
dient. 

(b) (1) Each of the fruit Juice ingre¬ 
dients referred to in paragraph (a) of 
this section is the filtered or strained 
liquid extracted with or without the ap¬ 
plication of heat and with or without the 
addition of abater, from one of the follow¬ 
ing mature, properly prepared fruits 
which are fresh, frozen and/or canned: 


Factor referred to paragraph (d>(2) of 
this section 


Name of fruit: 

Apple ___—--—— 

Apricot ..._—... 

Blackberry (other than dewberry). 

Black raspberry -- 

Boyoenberry --— ........- 

Cherry --—--- 

Crobapple ...--- 

Cranberry __— 

Damson, damson plum - - -- 

Dewberry (other than boy sen berry, 
loganberry, and young berry), — 

Pig ... 

Gooseberry ------- 

Grape_ .......——-——..... 

Grapefruit ...............—-- 

Ore-engage, greengage plum... - 

Guava _.......... 

Loganberry ... - ...-....... 

Orange --...-—. 

Peach ................- — 

Pineapple ...._.............— . 

Plum (other than damson, green¬ 
gage. and prune)-...... 


7.5 
7.0 
10.0 
0.0 
10.0 
7.0 
0 5 
0 6 
7.0 


10.0 

6.5 
12.0 

7.0 

11.0 

7.0 

13.0 

0.0 

80 

8.5 
7.0 


TO 


Name of fruit: 

Pomegranate - ---......... 6. 6 

Prickly pear . 11.0 

Quince _ 7.5 

Raspberry, red raspberry - 0.5 

Red currant, currant (other than 

black currant) - 0.5 

Strawberry .. 12.5 

Young berry _.................. 10.0 


(2) The permitted combinations arc 
of two. three, four, or five of the fruit 
Juice ingredients specified in paragraph 
(b) (1 > of this section, the weight of each 
is not less than one-fifth of the weight 
of the combination. Each such fruit Juice 
ingredient in any such combination is 
an optional ingredient. 

<d The following safe and suitable 
optional ingredients may be used: 

(1) Nutritive carbohydrate sweeteners. 

(2) Spice. 

1 3) Acidifying agents. 

<4> Pectin, in a quantity which rea¬ 
sonably compensates for deficiency, if 
any. of the natural pectin content of the 
fruit Juice ingredient. 

<5> Buffering agents. 

(6» Preservatives. 

(7> Antifoaming agents except those 
derived from animal fats. 

(8» Mint flavoring and artificial green 
coloring, in case the fruit juice ingredi¬ 
ent or combination of fruit Juice ingre¬ 
dients is extracted from apple, crab- 
apple. pineapple, or two or all of such 
fruits. 

(9) Cinnamon flavoring, other than 
artificial flavoring, and artificial red col¬ 
oring in case the fruit juice ingredient 
or combination of fruit juice ingredients 
is extracted from apple or crabapple or 
both such fruits. 

(d) For the purposes of this section: 

<1> The mixture referred to in para¬ 
graph (a) of this section shall contain 
not less than 45 parts by weight of the 
fruit juice ingredients as measured in 
accordance with paragraph <d><2) of 
this section to each 55 parts by weight 
of saccharine ingredient as measured in 
accordance with paragraph (d)(4) of 
this section. 

(2) Any requirement with respect to 
the weight of any fruit juice ingredient, 
whether prepared from concentrated, 
unconcentrated, or diluted fruit Juice 
means the weight determined by the fol¬ 
lowing method: <i> Determine the per¬ 
cent of soluble solids in such fruit juice 
ingredient by the method for soluble 
solids referred to in paragraph <d) (3) of 
this section; <ii) multiply the percent so 
found by the weight, of such fruit Juice 
ingredient: (ill) divide the result by 
100; (lv) subtract from the quotient the 
weight of any added saccharine in¬ 
gredient solids or other added solids; and 
(v) multiply the remainder by the factor 
for such fruit Juice ingredient prescribed 
in paragraph «b) of this section. The re¬ 
sult is the weight of the fruit Juice 
ingredient. 

(3> The soluble-solids content of the 
finished jelly is not less than 65 percent, 
as determined by the method prescribed 
in "Official Methods of Analysis of the 
Association of Official Analytical Chem¬ 
ists," 11th Ed. (1970) p. 526, Sec. 31.011, 


"Solids By Means of Rcfractometer— 
Official Final Action." • 

(4) The weight of any optional sac¬ 
charine ingredient means the weight of 
the solids of such ingredient. 

(e)(1) The name of each Jelly for 
which a definition and standard of 
identity is prescribed by this section is 
as follows: 

(1) In case the Jelly Is made with a 
single fruit juice ingredient, the name is 
"Jelly", preceded or followed by the name 
or synonym whereby the fruit from which 
such fruit juice ingredient was extracted 
is designated in paragraph (b) of this 
section, 

<ii> In case the Jelly is made with a 
combination of two. three, four, or five 
fruit Juice ingredients, the name Is 
"Jelly", preceded or followed by the 
words “Mixed fruit" or by the names or 
synonyms whereby the fruits from which 
the fruit Juice ingredients were extracted 
are designated in paragraph <b> of this 
section, in the order of predominance, if 
any, of the weights of any such fruit 
juice Ingredients in the combination 

(2) Each of the optional ingredients 
specified in paragraphs (b) and (c> of 
this section shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter except that: 

(1) The name<5) of the fruit or fruits 
used may be declared without specifying 
the particular form of the fruit or fruits 
used. 

<ii> When the optional Ingredients 
listed in paragraph (c) (3), <4>, and (5> 
of this section arc declared on the label, 
the declaration may be followed by the 
statement "Used as needed" on all Jellies 
to which they are customarily, but not 
always, added to compensate for natural 
variations in the fruit juice ingredients 
used. 

§ 150.141 Artificiallv »%rrrtrvml fruit 

jelly. 

<a> The artificially sweetened fruit 
jellies for which definitions and stand¬ 
ards of identity are prescribed by this 
section are the Jellied foods made from a 
fruit Juice ingredient as specified in 
paragraph <b> of this section and an ar¬ 
tificial sweetening ingredient as specified 
in paragraph (c) of this section, with a 
Jelling ingredient as specified in para¬ 
graph (d) of tills section. Water may 
be added. The quantity of the fruit 
juice ingredient, calculated as set out in 
§ 150.140(b), amounts to not less than 55 
percent by weight of the finished food. 
The article is sealed in containers and so 
processed by heat, either before or after 
sealing, as to prevent spoilage. Such 
food may also contain one or more of 
the following optional ingredients: 

< 1) Spice, spice oil, spice extract. 

(2) A vinegar, lemon Juice, lime Juice, 
citric acid, lactic acid, malic acid, tar¬ 
taric acid, fumaric acid, or any combina¬ 
tion of two or more of these, in a quantity 
which reasonably compensates for dc- 


* Coplev may be obtained from: Association 
of Official Analytical Chemist*. P.O. Box M0, 
Benjamin Franklin Station. Washington. DC. 
20044. 
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ftclency, IX any. of the natural acidity of 
the fruit Juice ingredient 

(3) Sodium citrate, sodium acetate, 
-odium tartrate, monosodium phosphate, 
dlsodlum phosphate, trisodium phos¬ 
phate, sodium potassium tartrate, potas¬ 
sium citrate, potassium acid tartrate, or 
any combination thereof, in on amount 
not exceeding 2 ounces avoirdupois per 
100 pounds of the finished food. 

(4) Sodium hexametaphosphate In an 
amount not exceeding 8 ounces avoirdu¬ 
pois per 100 pounds of the finished food. 

(5) Purified calcium chloride, calcium 
citrate, calcium gluconate, calcium lac¬ 
tate. calcium sulfate, monocalcium phos¬ 
phate, potassium chloride, or any com¬ 
bination of two or more of these salts, 
in n quantity reasonably necessary to en¬ 
able the jelling Ingredients to produce a 
jellied finished product. 

(6) Ascorbic add. sorbic acid, sodium 
or bate, potassium sorbate. sodium pro¬ 
pionate, calcium propionate, sodium ben¬ 
zoate, benzoic add. methyl pa raben 
< rnethyl-p-hy cl roxy benzoate >, propyl¬ 
paraben (propyl-p-hydroxybenzoate), or 
.my combination of two or more of these, 
in a quantity reasonably necessary as a 
preservative, but not to exceed 0.1 per¬ 
cent by weight of the finished food. 

(b) The fruit Juice ingredient referred 
to in paragraph (a) of this section Is any 
one. or any combination of two, three, 
four, or five of the fruit juice Ingredients 
roraplylng with the requirements of 
! 150 140(c). Except as paragraph (d) of 
this section permits the use of pectin, 
carrageenan, or salts of carrageenan 
‘ tnndardlzed with nutritive sweetener, no 
nutritive sweetening ingredient Is added, 
cither directly or indirectly, to the fruit 
Juice ingredient used to make artificially 
s. eetened fruit Jelly. 

(c) The artificial sweetening Ingredi¬ 
ents referred to In paragraph (a) of this 
section are saccharin, sodium saccharin, 
calcium saccharin, or any combination 
of two or more of these. 

(d> The Jelling ingredients referred to 
in paragraph (a) of this section are pec¬ 
tin, agar-agar, carob bean gum (also 
called locust bean gum), guar gum. gum 
Koraya. gum tragacanth. algln (sodium 
alginate) , sodium carboxymettiylcellulose 
cellulose gum), methylccllulose (meet¬ 
ing U.SP. requirements and with me- 
thoxy content not less than 27.5 percent 
and not more than 31.5 percent on a dry- 
height basis), carrageenan or salts of 
carrageenan complying with the require¬ 
ments of | 172.820 or | 172.828 of this 
chapter, or any combination of two or 
more of these. Pectin may be standard¬ 
ized with a nutritive sweetening ingredi¬ 
ent, but such sweetening Ingredient shall 
not amount to more than 44 percent by 
weight of the standardized pectin and 
the quantity of such standardized pectin 
used shall not exceed 3 percent by weight 
or the finished food. Carrageenan or salts 
of carrageenan may be standardized with 
a nutritive sweetening Ingredient, but 
such sweetening ingredient shall not 
amount to more than 25 percent by 
weight of the standardized carrageenan 
or salts of carrageenan and the quantity 
of such standardized carrageenan or 
'alts of carrageenan used shall not ex¬ 


ceed 2 percent by weight of the finished 
food. 

le) The name of each artificially 
sweetened fruit jelly for which a defini¬ 
tion and standard of identity Is pre¬ 
scribed by this section consists of the 
words ' artifically sweetened”, immedi¬ 
ately followed by the name prescribed by 
f 150.140(e)(1) for the fruit Jelly which 
corresponds- in Its fruit ingredient to 
the artificially sweetened article. The 
words “artificially sweetened” snail be 
prominently and conspicuously displayed 
in letters not smaller than the largest 
letter used In any other word In the name 
of the food. 

(f) (1) The Jelling ingredient used 

shall be named on the label by a state¬ 
ment ”_added” or “with added 

_”, the blank being filled in 

with the common name of the Jelling In¬ 
gredient used; for example, ' pectin and 
methylcellulose added”. 

(2) When one of the optional ingredi¬ 
ents specified in paragraph (a)(1) of 
this section is used, the label shall bear 

the statement "_added” or 

“with added_”, the blank be¬ 

ing filled in with the words “spice”, 
"spice oil”, or "spice extract" as appro¬ 
priate. but in lieu of the word "spice" 
in such statement the common name of 
the spice may be used. 

(3) When the optional ingredient 
specified in paragraph (a)(4) of this 
section is used, the label shall bear the 
words “sodium hexametaphosphate add¬ 
ed” or “with added sodium hexameta- 
phosphate". 

(4) When any optional Ingredient 

listed in paragraph <a) (6) of this sec¬ 
tion is used, the label shall bear the 
statement “-added as a pre¬ 

servative”, the blank being filled In with 
the common name of the preservative 
ingredient used as designated in para¬ 
graph (a)(6) of this section. 

(g) Wherever the name of the food 
appears on the label of the artificially 
sweetened fruit Jelly so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the words and state¬ 
ments specified in this section, showing 
the optional ingredients used, shall im¬ 
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter, ex¬ 
cept that the varietal name of the fruit 
source of the fruit Juice Ingredient used 
In preparing such Jelly may so intervene, 

§ 150.160 Fruit pretervea and jams. 

(a) The preserves or jams for which 
definitions and standards of identity are 
prescribed by this section ore the viscous 
or semi-solid foods, each of which is 
made from a mixture composed of one or 
a permitted combination of the fruit 
ingredients specified In paragraph (b) of 
this section and one or any combination 
of the optional ingredients specified In 
paragraph (c) of this section which 
meets the specifications in paragraph (d) 
of this section, and which is labeled In 
accordance with paragraph (e) of this 
section. Such mixture, with or without 
added water, is concentrated with or 
without heat. The volatile flavoring ma¬ 
terial from such mixture may be cap¬ 


tured during concentration, separately 
concentrated, and added back to any 
: uch mixture, together with any concen¬ 
trated essence accompanying any op¬ 
tional fruit ingredient. 

(b)(1) The fruit Ingredients referred 
to in paragraph (a) of this section are 
the following mature, properly prepared 
fruits which are fresh, concentrated, 
frozen and or canned: 

G*ouf I 


mack berry (other 
than dewberry ) 
Black raspberry 
Blueberry 
Boytenberry 
Cherry 
Crab apple 
Dewberry (other 
titan boyBenbcrry 
loganberry, and 
youngberry / 
Elderberry 
Grape 


Orapefruit 
Huckleberry 
I^ganbrrrv 
Orange 
Pineapple 
Raapberry. red 
raspberry 
Rhubarb 
Strawberry 

Tangerine 
Tomato 
Yellow tomato 
Youngberry 


Ouovr U 


Apricot 
Cranberry 
Damson, damson 
plum 

Pig 

Goose berry 
Greengage. 

greengage plum 
Ouara 


Nectarine 

Peach 

Pear 

Plum (other than 
greengage plum 
and damson plum) 
Quince 

Red currant, currant 
(other than black 
currant) 


(2) The following combinations of 
fruit ingredients may be used: 

(I) Any combination of two, three, 
four, oc five of such fruits in which the 
weight of each is not less than one-fifth 
of the weight of the combination; except 
that the weight of pineapple may be not 
less than one-tenth of the weight of the 
combination, 

(II) Any combination of apple and one. 
two. three, or four of such fruits in 
which the weight of each is not less than 
one-fifth and the weight of apple is not 
more than one-half of the weight of the 
combination: except that the weight of 
pineapple may be not less than one-tenth 
of tlie weight of the combination. 

In any' combination of two. three, four, or 
five fruits, each such fruit is on optional 
Ingredient. For the purposes of this sec¬ 
tion the w'ord “fruit” includes the vege¬ 
tables specified in this paragraph. 

(c) The following safe and suitable op¬ 
tional Ingredients may be used: 

(1) Nutritive carbohydrate sweeteners. 

(2) Spice. 

<3> Acidifying agents. 

(4) Pectin, In a quantity which reason¬ 
ably compensates for deficiency, if any, 
of the natural pectin content of the fruit 
ingredient. 

(5) Buffering agents, 

(6) Preservatives. 

(7) Antifoaming agents, except those 
derived from animal fat. 

(d) For the purposes of this section: 

(1) The mixture referred to In para¬ 
graph (a) of this section shall be com¬ 
posed of not less than: (I) In the case of 
a fruit ingredient consisting of a Oroup 
I fruit or a permitted combination ex¬ 
clusively of Group I fruits, 47 parts by 
weight of the fruit ingredient to each 55 
parts by weight of the saccharine ingre- 
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dient; and <U> in all other coses. 45 parts 
by weight of the fruit Ingredient to each 
5S parts by weight of the saccharine in¬ 
gredient. The weight of the fruit ingre¬ 
dient shall be determined in accordance 
with paragraph <d>(2) of this section, 
and the weight of the saccharine ingre¬ 
dient shall be determined in accordance 
with paragraph <d) (5) of this section. 

<2> Any requirement with respect to 
the weight of any fruit, combination of 
fruits, or fruit ingredient means: 

<i> The weight of fruit exclusive of the 
weight of any sugar, water, or other sub¬ 
stance added for any processing or pack¬ 
ing or canning, or otherwise added to 
such fruit. 

<11> In the case of fruit prepared by 
the removal, in whole or In part, of pits, 
seeds, skins, cores, or other parts; the 
weight of such fruit, exclusive of the 
weight of all such substances removed 
therefrom. 

*iii> In the cases of apricots, cherries, 
grapes, nectarines, peaches, and nil va¬ 
rieties of plums, whether or not pits and 
seeds are removed therefrom; the weight 
of such fruit, exclusive of the weight of 
such pits and seeds. 

<iv> In the case of concentrated fruit, 
the weight of the properly prepared fresh 
fruit used to produce such concentrated 
fruit. 

<3) The term "concentrated fruit*’ 
means a concentrate made from the 
properly prepared edible portion of 
mature fresh or frozen fruits by removal 
of moisture with or without the use of 
heat or vacuum, but not to the point of 
drying. 8uch concentrate is canned or 
frozen without the addition of sugar or 
other sweetening agents and is identified 
to show r or permit the calculation of the 
weight of the properly prepared fresh 
fruit used to produce any given quantity 
of such concentrate. The volatile flavor¬ 
ing material or essence from such fruits 
may be captured during concentration 
and separately concentrated for subse¬ 
quent addition to the concentrated fruit 
either directly or during manufacture of 
the preserve or Jam, in the original pro¬ 
portions present in the fruit, 

<4) The weight of any optional sac¬ 
charine ingredient means the weight of 
the solids of such ingredient. 

<6> The soluble-solids content of the 
finished jam or preserve is not less than 
65 percent, as determined by the method 
prescribed in "Official Methods of Anal¬ 
ysis of the Association of Official Ana¬ 
lytical Chemists." 11th Ed. <1970) p. 371, 
Sec. 22.019. "Soluble Solids (By Rc- 
frac tome ten in Fresh and Canned 
Fruits. Jams. Marmalades, and Pre¬ 
serves—Official First Action ," 2 except 
that no correction is made for water- 
insoluble solids. 

(e)(1) The name of each preserve or 
Jam for which a definition and standard 
of identity is prescribed by this section 
is as follows: 

(i) If the fruit ingredient is a single 
fruit, the name is "Preserve" or "Jam", 


* Copie* may be obtained from: Affectation 
of Official Analytical Chemists, P.O Box 540. 
Benjamin Franklin Station. Washington. D O. 
20044. 
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preceded or followed by the name or 
synonym w r hereby such fruit is desig¬ 
nated in paragraph <b) of this section. 

(ii> If the fruit ingredient is a com¬ 
bination of two, three, four, or five fruits, 
the name Is "Presene" or "Jam”, pre¬ 
ceded or followed by the words "Mixed 
fruit” or by the names or synonyms 
whereby such fruits are designated in 
paragraph <b> of this section, in the 
order of predominance, if any, of the 
weights of such fruits in the combina¬ 
tion. 

(2) Each of tlie optional ingredients 
specified in paragraphs <b> and (c> of 
this section shall be declared on the label 
as required by the applicable sections 
of Part 101 of this chapter, except that: 

(1) The nomefk) of the fruit or fruits 
used may be declared without specifying 
the particular form of the fruit or fruits 
used. 

<il) When the optional ingredients 
listed in paragraph (c> <3>, <4>. and (5) 
of this section are declared on the label, 
the declaration may be followed by the 
statement "used as needed*' on all pre¬ 
serves or jams to which they are custom¬ 
arily. but not always, added to com¬ 
pensate for natural variations in the 
fruit ingredients used. 

§ 130.161 Artificially jtwrctenrd fruit 
pmrrvf* aiul jam*. 

<a> The artificially sweetened fruit 
preserves or artificially sweetened fruit 
jams for which definitions and standards 
of identity are prescribed by this section 
are the viscous or semisolid foods made 
from a fruit ingredient as specified in 
paragraph <b> of this section and an ar¬ 
tificial sweetening Ingredient as specified 
in paragraph (c) of this section, and 
with or without water and a Jelling in¬ 
gredient as specified in paragraph «d> of 
this section. The quantity o! the fruit 
ingredient amounts to not less than 55 
percent by weight of the finished food. 
The article is sealed in containers and 
so processed by heat, either before or 
after sealing, as to prevent spoilage. Such 
food may also contain one or more of 
the following optional ingredients; 

<1) Spice, spice oil, spice extract. 

(2) A vinegar, lemon juke, lime juice, 
citric acid, lactic acid, malic acid, tar¬ 
taric acid, fumaric acid, or any combina¬ 
tion of two or more of these, in a quantity 
which reasonably compensates for de¬ 
ficiency, if any. of the natural acidity of 
the fruit ingredient. 

(3) Sodium citrate, sodium acetate, 
sodium tartrate, monosodium phosphate, 
disodium phosphate, trisodium phos¬ 
phate. sodium potassium tartrate, potas¬ 
sium citrate, potassium acid tartrate, or 
any combination thereof, in an amount 
not exceeding 2 ounces avoirdupois per 
100 pounds of the finished food. 

(4) Sodium hexametapho&phate in an 
amount not exceeding 8 ounces avoirdu¬ 
pois per 100 pounds of the finished food. 

(5) Purified calcium chloride, calcium 
citrate, calcium gluconate, calcium lac¬ 
tate, colcium sulfate, monocalcium phos¬ 
phate. potassium chloride, or any com¬ 
bination of two or more of these salts, In 
a quantity reasonably necessary to en¬ 


able the jelling ingredients to produce a 
jelled finished product. 

<6) Ascorbic acid, sorbic acid, sodium 
sorbate, potassium sorbate, sodium pro¬ 
pionate. calcium propionate, sodium 
benzoate, benzoic acid, methylparaben 
(methyl-p-hydroxybenzoate), propyl¬ 
paraben (propyl-p-liydroxybcnzoate >, or 
any combination of two or more of these*, 
in a quantity reasonably necessary as a 
preservative but not to exceed 0.1 per¬ 
cent by weight of the finished food. 

<b) The fruit ingredient referred to in 
paragraph <a> of tills section is any one 
or any combination of two. three, four, or 
five of the fruit ingredients complyim; 
with the requirements of I 150.1601 b« 
and <c). Except as paragraph <d) of this 
section permits the use of pectin, carra¬ 
geenan. or salts of carrrageenan stand¬ 
ardized with nutritive sweetener, no nu¬ 
tritive sweetening ingredient is added 
either directly or indirectly, to the fruit 
ingredient used to make artificially 
sweetened fruit preserves or artificially 
sweetened fruit Jam. 

(c) The artificial sweetening ingredi¬ 
ents referred to in paragraph «a> of this 
section arc saccharin, sodium saccharin 
calcium saccharin, or any combination 
of tw*o or more of these. 

«d) The jelling ingredients referred to 
in paragraph (a) of this section are 
pectin, agar-agar, carob bean gum (also 
called locust bean gum). guar gum. gum 
karaya, gum tragacanth, algin < sodium 
alginate). sodium carboxymcthylccllu- 
losc <cellulose gumi. tnethylcellutocvr 
(meeting U.S.P. requirements and with 
methoxy content not less than 27.5 per¬ 
cent and not more than 31.5 percent on 
a dry-weight basis), carrageenan or salts 
of carrageenan complying with the re¬ 
quirements of } 172.620 or f 172.626 of 
this chapter, or any combination of two 
or more of these. Pectin may be stand¬ 
ardized with a nutritive sweetening in¬ 
gredient. but such sw r eetening ingredient 
shall not amount to more than 44 per¬ 
cent by weight of the standardized 
pectin and the quantity of such stand¬ 
ardized pectin used shall not exceed 3 
percent by weight of the finished food 
Carrageenan or salts of carrageenan 
may be standardized with a nutritive 
sweetening Ingredient, but such sweet¬ 
ening ingredient shall not amount to 
more than 25 percent by weight of the 
standardized carrageenan or salts of 
carrageenan and the quantity of such 
standardized carrageenan or salts of 
carrageenan used shall not exceed 2 per¬ 
cent by weight of the finished food. 

(e) The name of each artificially 
sweetened fruit preserve or artificially 
sweetened fruit jam for which a defini¬ 
tion and standard of identity is pre¬ 
scribed by tills section consists of the 
words "artificially sweetened" immedi¬ 
ately followed by the name prescribed 
by } 150.160(e) (1) for the fruit preserves 
or Jams which correspond in fruit 
ingredient to the artificially sweetened 
article. The words "artificially sweet¬ 
ened” shall be prominently and conspic - 
uously displayed In letters not smaller 
than the largest letter used in any other 
word in the name of the food. 
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<fnl) Tlie jelling ingredient used 
5 hall be named on the label by a state¬ 
ment "_added" or “with added 

.the blank being filled In 

with the common name of the jelling 
ingredient used. 

(2) When one of the optional ingredi¬ 
ent* specified in paragraph (a)(1) of 
this section is used, the label shall bear 

the statement. "..-- added" or 

"with added.. ", the blank be¬ 

ing filled Ui with the words "spice", "spice 
oil", or "spice extract" as appropriate, 
but in lieu of the word "spice" in such 
statement the common name of the spice 
may be used. 

<3> When the optional ingredient 
specified in paragraph (a) (4> of this sec¬ 
tion is used, the label shall bear the words 
sodium h exam eta phosphate added" or 
“with added sodium hexametaphos- 
phate". 

<4> When any optional ingredient 
listed in paragraph (a> (6) of this section 
Is used, the label shall bear the state¬ 
ment M ___added as a pre¬ 

servative". the blank being filled in with 
the common name by which the preserv¬ 
ative ingredient used is designated in 
paragraph (a) (6) of this section. 

(g) Wherever the name of the food 
appears on the label of the artificially 
sweetened fruit preserve or artificially 
sweetened fruit Jam so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the words and state¬ 
ments specified in this section, allowing 
the optional ingredients used, shall im¬ 
mediately and conspicuously precede or 
follow suoh name without Intervening 
written, printed, or graphic matter, ex¬ 
cept that the varietal name of the fruit 
used in preparing such preserve or Jam 
may so intervene. 


PART 152—FRUIT PIES 

Subpart A—ffUtervedf 

Subpart B—Requirements for Specific 
Standardized Fruit Ptes 

S«P- 

152.126 Frozen charry pie. 

Authority: Secs. 401. 701. 62 8t*t. 1046 
ax amended. 1066-1056 as am ended (21 U8C 

341. 371). 


Subpart A—[Reserved] 

Subpart B—Requirements for Specific 
Standardized Fruit Pies 

S I *>2.126 Frozen rlirrry pic. 

<a> Identity —(1) Frozen cherry pie 
1 excluding baked and then frozen) is the 
food prepared by incorporating in a 
filling contained in a pastry shell mature, 
pitted, stemmed cherries that are fresh, 
frozen, and/or canned. The top of the 
Pie may be open or it may be wholly or 
partly covered with pastry or other suit¬ 
able topping. Filling, pastry, and topping 
components of the food consist of op¬ 
tional Ingredients as prescribed by para¬ 
graph (a)(2) of this section. The finished 
food is frozen. 

<2> The optional ingredients referred 
to in paragraph (a)(1) of this section 
consLst of suitable substances that are 


not food additives as defined in section 
201 (s) of the Federal Food. Drug, and 
Cosmetic Act or color additives as defined 
in section 201 (t) of the act; or if they are 
food additives or color additives as so 
defined, they are used In conformity with 
regulations established pursuant to sec¬ 
tion 409 or 706 of the act Ingredients 
that perform a useful function in the 
formulation of the filling, pastry, and 
topping components, when used in 
amounts reasonably required to accom¬ 
plish their intended effect, ore regarded 
ns suitable except that artificUU sweet¬ 
eners are not suitable ingredients of 
frozen cherry pie. 

(3) The name of the food for which 
a definition and standard of identity is 
established by this section is frozen 
cherry pie; however, if the maximum 
diameter of the food ' measured across 
opposite outside edges of the pastry 
shell > is not more than 4 inches, the food 
alternatively may be designated by the 
name frozen cherry tart. The word 
"frozen" may be omitted from the name 
on the label if such omission is not mis¬ 
leading. 

(4) <i> Each of the optional Ingredi¬ 
ents used shall be declared on the label as 
required by the applicable sections of 
Part 101 of tills chapter. 

ill) The label shall not bear any mis¬ 
leading pictorial representation of the 
cherries in the pie. 

(b» Quality —(1> The standard of 
quality for frozen cherry pie is as fol¬ 
lows: 

(i> The fruit content of the pie is such 
that the weight of the washed and 
drained cherry content is not less than 
25 percent of the weight of the pie when 
determined by the procedure prescribed 
by paragraph tb) <2> of this section. 

(ii> Not more than 15 percent by count 
of the cherries in the pie are blemished 
with scab, hall injury, discoloration, scar 
tissue, or other abnormality. A cherry 
showing skin discoloration (other than 
scald) having an aggregate area exceed¬ 


ing that of a circle nine thirty-seconds 
of an inch in diameter is considered to be 
blemished. A cherry allowing discolora¬ 
tion of any area but extending Into the 
fruit tissue is also considered to be 
blemished 

(2) Compliance with the requirement 
for tile w r elght of the washed and drained 
cherry content of the pie. a* prescribed 
by paragraph <b> (1> (I) of this section, is 
determined by the following procedure; 

<l> Select a random sample from a 
lot; 

<a» At least 24 containers if they bear 
a weight declaration of 16 ounces or less. 

<6) Enough containers to provide a 
total quantity of declared weight of at 
least 24 pounds if they bear a weight 
declaration of more than 16 ounces. 

<li> Determine net weight of each fro¬ 
zen pie. 

(ill) Temper the pie until the top crust 
can be removed. 

<iv) Remove the filling and cherries 
from the pie and transfer to the surface 
of a previously weighed 13-lnch diameter 
U.S. No. 8 sieve (0.094-Inch openings) 
stacked on a U.S. No. 20 sieve (0.033- 
inch openings). 

(v) Distribute evenly over the surface 
and wash with a gentle spray of water 
at 70 -75 F to free the cherries and 
cherry fragments from the adhering 
material. 

<vl) Remove the U.S. No. 8 sieve and 
examine the U.S. No. 20 sieve and trans¬ 
fer all cherry fragments to the U.S. No. 
8 sieve. 

(vil) Drain tliecherry contents on the 
No. 8 sieve for 2 minutes in an inclined 
position <15 -30 slope). Weigh the US. 
No. 8 sieve and the washed and drained 
cherries to the nearest 0.01 ounce. 

<vill> The weight of the washed and 
drained cherries is the weight of the 
sieve and the cherry material less the 
weight of the sieve. Calculate the percent 
of the cherry content of each pie with 
the following formula, and then calcu¬ 
late the average percent of the entire 
random sample: 


f'erm-tit of llw I'lwy ronluni of th,< pi#« 


<3* If the quality of Uie frozen cherry 
pie falls below' the standard of quality 
prescribed by paragraph <b)<l) of this 
section, the label shall bear the general 
statement of substandard quality speci¬ 
fied in 4 130.14(a) of this chapter. In the 
manner and form specified therein; but 
in lieu of the words prescribed for the 
second line inside the rectangle, the 
label may bear the alternative statement 

"Below' standard in quality_", 

the blank being filled in with the follow¬ 
ing words, as applicable: "too few cher¬ 
ries". or "blemished cherries". Such 
alternative statement shall immediately 
and conspicuously precede or follow, 
without intervening written, printed, or 
graphic matter, the name of the food as 
prescribed by paragraph (a> of this 
section 


WHetil of wmdwil mnl lintlnrH ifw.rrtv* 

---XI00 

NX wWjtM o? |H>* 

PART 155—CANNED VEGETABLES 
Subpert A—| RtMivtd] 

Subpart 8—Requitemeot* for Specific 
Standardized Canned Vegetable* 

Sec 

156 120 Canned green beans and canned 
wax beano. 

165.130 Canned corn. 

165.131 Canned field com 
156.170 Canned pea*. 

156.172 Canned dry peas 
166.190 Cannod tomatoes 
166 191 Tomato poote. 

166.192 Tomato puree 
156.194 Cataup. 

155200 Certain other canned vegetable* 

156 201 Canned mushroom*. 

Anthowtt: Sec*. 401, 701. 52 Stat. 1046 
a* amended. 1065-1066 a* amended (21 U 3 C. 
341. 371) unleu otherwise indicated. 
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Subpart A —[Reserved] 

Subpart B —Requirements for Specific 
Standardized Canned Vegetables 

§ 155.120 Canned green brain and 

mnnrd wax brim*. 

(a> Identity— (1) Definition . Canned 
green beans and canned wax beans are 
the foods prepared from succulent pods 
of fresh green bean or wax bean plants 
conforming to the characteristics of 
Phaseolus vulgaris I* and Phaseolus coc- 
cincus L. The optional color and varietal 
types and styles of the bean ingredient 
are set forth in paragraph <a) (2) of this 
section. The product is packed with water 
or other suitable aqueous liquid medium 
to which may be added one or more of 
the other optional ingredients set forth 
in paragraph <a) (3) of this section. 6uch 
food is so processed by heat. In an appro¬ 
priate manner before or after being 
sealed in a container, as to prevent spoil¬ 
age. 

(2) Optional color and varietal types 
and styles of pack. The optional color 
and varietal types and styles of the bean 
ingredient referred to In paragraph <a> 
tl) of this section are: 

(1) Optional color types . The beans 
shall be one of the following distinct 
color types: (A) Green: or <b> Wax. 

<ii> Optional varietal types—(a) 
Round. Beans having a width not greater 
than times the thickness of the bean: 
or 

(b) Flat. Beans having a width greater 
than 1 Vi times the thickness of the bean. 

(Ill) Optional styles of pack—(a) 
Whole. Whole pods of any length. 

<b> Shoestring or sliced lengthwise or 
French style . Pods sliced lengthwise or 
at an angle of less than 45* to the longi¬ 
tudinal axis. 

(C) Cuts . Transversely cut pods not 
leas than 19 mm (0.75 in) long os meas¬ 
ured along the longitudinal axis, which 
may contain the shorter end pieces that 
result from cutting such pods. 

(d> Short cuts. Pieces of pods cut 
transversely of which 75 percent, by 
count, or more are less than 19 mm (0.75 
in) In length and not more than 1 per¬ 
cent by count are more than 32 mm 
(1V4 ln> In length. 

ie) Diagonal cuts. Pods cut in lengths 
as specified in paragraph (a) (2) (111) (c) 
of this section, except the pods are cut 
at an angle approximately 45* to the 
longitudinal axis. 

(/) Diagonal short cuts. Pods cut in 
lengths as specified In paragraph (a) (2) 
(ill) (d) of this section, except the pods 
are cut at an angle approximately 45* 
to the longitudinal axis. 

(g) Mixture. Any mixture of two or 
more of the styles specified In paragraph 
(a) (2) (111) (a) to </). Inclusive, of this 
section. 

(3) Optional ingredients. In addition 
to the optional packing media listed In 
paragraph <a) (1> of this section and the 
optional types and styles of beans in¬ 
gredient listed In paragraph (a)(2) of 
this section, the following safe and suit¬ 
able optional Ingredients may be used: 

(1) Salt. 

(ID Monosodium glutamate. 


(ill) Disodium lno&inate. 

<lv) Disodium guanylnte 

(v) Hydrolysed vegetable protein. 

(vi) Autolyxed yeast extract. 

(vil) Nutritive carbohydrate sweeten¬ 
ers. 

tvlii) Spice. 

Ux) Flavoring (exceptartificial). 

<x> Pieces of green or red peppers or 
mixtures of both, either of which may be 
dried, or other vegetables not exceeding 
in total 15 percent by weight of the fin¬ 
ished product. 

<xl) Vinegar. 

(xll) Lemon Juice or concentrated 
lemon Juice. 

<xiil> Mint leaves. 

(xiv) Butter or margarine in a quan¬ 
tity of not less than 3 percent by weight 
of the finished product. When butter or 
margarine Is added, emulsifiers or sta¬ 
bilizers, or both, may be added. No spice 
or flavoring simulating the color or flavor 
imparted by butter or margarine Is used. 

(4) Labeling —(1) The name of the 
food is “green beans" or " wax beans" as 
appropriate. Wax beans may be addition¬ 
ally designated “golden" or “yellow". 

iii) The following shall be Included 
as part of the name or in conjunction 
with the name of the food: 

(a) A declaration of any flavoring 
that characterizes the product, as speci¬ 
fied In S 101.22 of this chapter. 

(b> A declaration of any spice, sea¬ 
soning. or garnishing that character¬ 
izes the product, eg., “with added spice", 
or. In lieu of the word spice, the common 
name of the spice, e.g., "seasoned with 
green peppers". 

(c) The name of the optional style of 
pack of bean ingredient as set forth in 
paragraph (a) (2) (ill) of this section or. 
If a product consists of a mixture of such 

styles, the words “mixture of_", 

the blank to be filled In with the names 
of the styles present, arranged In the 
order of decreasing predominance, if 
any. by weight of such Ingredients. If 
the product consists of whole beans and 
the pods are packed parallel to the sides 
of the container, the word “whole" may 
be preceded or followed by the words 
"vertical pack", or If the pods are cut at 
both ends and are of substantially equal 
lengths, the words "asparagus style" may 
be used In lieu of the words "vertical 
pack". If the product consists of ,4 short 
cute" or "diagonal short cute" a numer¬ 
ical expression Indicating the predom¬ 
inate length of cut In the finished food 
may be used In lieu of the w ord "short". 
c.g.. “V* Inch cut”. 

dll) The following may be included In 
the name of the food: 

(a) The word "stringless" where the 
beans are In fact stringless. 

(b) The name of the optional varietal 
type as specified in paragraph (a)(2) 
01) of this section. 

Or) If a term designating diameter is 
used, it shall be supported by an exact 
graphic representation of the cross sec¬ 
tion of the bean pod or by a statement 
of the maximum diameter In common or 
decimal fractions of an Inch and. option¬ 
ally, by the millimeter equivalent stated 
parenthetically. TTie diameter of a 


whole, cut. diagonal cut, or short cut Is 
determined by measuring the thickest 
portion of the pod at the shorter di¬ 
ameter of the bean perpendicular to the 
longitudinal axis. 

<5> Ingredient statement. The name 
of each optional Ingredient used shall 
be declared on the label as required by 
the applicable sections of Part 101 of thi^ 
chapter. 

(b) Quality —(1) When tested by the 
method prescribed in paragraph (b) (2) 
of this section: 

(1) In the case of cut beans and di¬ 
agonal cut beans under paragraph ta> 
(2) (ill) (c> and (d) of this section and 
mixtures of two or more optional forms 
under paragraph (a) (2) (111) (g) of this 
section, not more than 60 units per 340 g 
(12 oz) drained weight ore less than 
13 mm <0.50 in) long: Provided. That 
where the number of units per 340 g (12 
oz) drained weight exceeds 240. not more 
than 25 percent by count of the total 
unite are less than 13 mm (0.50 in) long. 

ill) Not more than 5 percent by weight 
of the unite may possess strings that 
will support the weight of 250 g <8.8 oz 1 
for 5 seconds or longer. 

(Ill) The deseeded pods contain not 
more than 0-15 percent by weight of 
fibrous material. 

(iv) There are not more than 10 per¬ 
cent by weight of blemished units of 
which amount not more than one -half 
may be materially damaged by insect or 
pathological injury. A unit is considered 
blemished when the aggregate blem¬ 
ished area exceeds the area of a circle 
3 mm (^ in) in diameter. Materially 
damaged means that the unit is dam¬ 
aged to the extent that the appearance 
or eating quality of the unit Is seriously 
affected. 

<v) There are not more than 8 un¬ 
stemmed units per 340 g (12 oz) drained 
weight. 

(vi> The combined number of leaves, 
detached stems, and other extraneous 
vegetable matter shall not average more 
than 3 pieces per 340 g (12 oz) drained 
beans. 

(2) Canned beans shall be tested by 
the following method to determine 
whether they meet the requirements of 
paragraph (bXl) of this section: 

(1) Distribute the contents of the con¬ 
tainer over the lAeshcs of a U.S. No. 8 
circular sieve with openings of 2.36 mm 
(0.0937 in) which has been previously 
weighed. The diameter of the sieve is 
20.3 cm (8 in) if the quantity of the con¬ 
tents of the container Is less than 1.3C 
kg (3 lb> and 30.5 cm (12 In) if such 
quantity lx 1.36 kg (3 lb) or more. The 
bottom of the sieve Is woven-wlre clot)) 
which complies with the specifications 
for such cloth set forth in the “Defini¬ 
tions of Terms and Explanatory Notes, 
p. xvtii. of the "Official Methods of Anal¬ 
ysis of the Association of Official Ana¬ 
lytical Chemists.” 12th Edition. 1975. 
Without shifting the material on the 
sieve, incline the sieve 17 to 20 degrees 
to facilitate drainage. Two minutes fra 11 
the time drainage begins, weigh the sievr 
and the drained material. Record m 
grams the weight so found, less the 


f&CRAt REGISTER, VOL 42, NO. SO—TUESOAr. MARCH IS, 1477 








RULES AND REGULATIONS 


11151 


weight of the sieve, as the drained 

weight. 

(11) Pour the drained material from 
the sieve into a flat tray and spread it In 
a layer of fairly uniform thickness. 
Count the total number for units. For 
the purpose of this count—loose seeds, 
pieces of seed, loose stems, and extrane¬ 
ous material are not to be Included. Di¬ 
vide the number of units by the drained 
weight recorded in paragraph <b)<2><!> 
of tills section and multiply by 240 to 
obtain the number of units per 340 g (12 
oz.> drained weight. 

<111> Examine the drained material in 
the tray, weigh and record weight of 
blemished units, count and record the 
number of unstemmed units; and. in 
case the material consists of the option¬ 
al ingredient specified in paragraph <a> 
(2Miil> (c)* (d> or (/> of tills section, 
count and record the number of units 
which are less than 13 mm (0.50 in.) 
long. If the number of units per 340 g 
(12 oz.) is 240 or less, divide the number 
of units which are less than 13 mm (0.50 
in.) by the drained weight recorded in 
paragraph (b) (2) (I) of this section and 
multiply by 340 to obtain the number of 
such units per 340 g (12 oz.) drained 
weight. If the number of units per 340 g 
(12 oz.) exceeds 240, divide the number 
of units less than 13 nun (0.50 in.) long 
by the total number of units and multi¬ 
ply by 100 to determine the percentage 
by count of the total units which are 
less than 13 mm (0.50 in.) long. 

(0) Divide the weight of blemished 
units by the drained weight recorded In 
paragraph (b)(2)(!> of this section and 
multiply by 100 to obtain the percentage 
by weight of blemished units in the 
container. 

(b) Divide the number of unstemmed 
units by the drained weight recorded in 
paragraph (b)(2) (!) of this section and 
multiply by 340 to obtain the number 
of unstemmed units per 340 g (12 oz.) 
of drained weight. 

(iv) Remove from the tray the ex¬ 
traneous vegetable material, count, re¬ 
cord count, and return to tray. 

(v) Remove from the tray one or more 
representative samples of 99 to 113 g 
<3^ to 4 ounces) covering each sample 
a* taken to prevent evaporation. 

• vl) From each representative sample 
selected in paragraph (b)(2)(v) of this 
section, discard any loose seed and ex¬ 
traneous vegetable material and detach 
and discard any attached stems. Except 
with optional style of ingredient specified 
in paragraph (a) (2) (ill) (b) of this sec¬ 
tion (pods sliced lengthwise;. trim off. as 
far as the end of the space formerly oc¬ 
cupied by the seed, any portion of pods 
from which the seed has become sepa¬ 
rated. Remove and discard any portions 
of seed from the trimmings and reserve 
the trimmings Tor paragraph (b) (2) 
f viil> of this section. Weigh and record 
the weight of the trimmed pods. Deseed 
the trimmed pods and reserve the de¬ 
seeded pods for paragraph (b)(2) (vtll) 
of this section. Remove strings from the 
pods during the deseeding operation. Re¬ 
serve these strings for testing as pre¬ 
scribed in paragraph (b> (2) (vil) of this 


section. In the case of pods sliced length¬ 
wise. remove seed and pieces of seed and 
reserve the deseeded pods for use as pre¬ 
scribed in paragraph (b) (2) ivlii) of this 
section 

(vil) If strings have been removed for 
testing, os prescribed In paragraph (b> 
<2Mvi> of this section, test them as 
follows: 


Fasten clomp. weighted to 250 g (8.6 os.), 
to one end of tbo string, grasp the other 
end with the Angers (a cloth may be used 
to aid In holding the string), and lift gently. 
Count the string as tough if It support* the 
250 g (6 8 ox.) weight for at least 5 seconds 
If the string breaks before 5 seconds, test 
such parts into which it breaks as are 13 mm 
(4 In.) or more in length; and If any such 
part of the string supports the 350 g <8 8 ox.) 
weight for at least 5 seconds, count the string 
as tough. Divide the number of tough 
strings by the weight of the sample recorded 
in paragraph (b)(2)(v) of this section and 
multiply by 340 to obtain the number of 
tough strings per 340 g (12 oe.) drained 
weight 


(viii) Combine the deseeded pods with 
the trimmings reserved in paragraph (b) 
(2) (vi> of this section, and, if strings 
were tested as prescribed in paragraph 
(b)(2) (vil) of this section, add such 
strings broken or unbroken. Weigh and 
record weight of combined material. 
Transfer to the metal cup of a malted- 
milk stirrer and mash with a pestle. 
Wash material adhering to the pestle 
back into cup with 200 cc of boiling 
water Bring mixture nearly to a boil, 
add 25 cc of 50 percent (by weight) 
sodium hydroxide solution and bring to 
a boll (If foaming is excessive. 1 cc of 
capryl alcohol may be added.) Boll for 
5 minutes, then stir for 5 minutes with a 
maited-milk stirrer capable of a no-load 
speed of at least 7.200 rpm. Use a rotor 
with two scalloped buttons shaped as 
shown in Exhibit 1 os follows; 

Exhibit 1 


V 

r 

jfc. 



TWO BUTTON 
ROTOR 



SCALLOPED 

BUTTONS 


Transfer the material from the cup to a 
previously weighed 30-mesh monel metal 
screen having a diameter of about 9-10 
cm (3% to 4 in.) and side walls about 2.5 
cm (1 in.) high, and wash fiber on the 
screen with a stream of water taping a 
pressure not exceeding a head (vertical 
distance between upper level of water 
and outlet of glass tube) of 152 cm (60 
in.), delivered through a gloss tube 7.6 


cm <3 in.) long and 3 mm <4 in.) inside 
diameter inserted Into a rubber tube of 6 
mm (Vi in.) Inside diameter. Wash the 
pulpy portion of the material through 
the screen and continue washing until 
the remaining fibrous material, moist¬ 
ened with phenolphthalein solution, 
does not show any red color after stand¬ 
ing 5 minutes. Again wash to remove 
phenolphthalein. Dry the screen con¬ 
taining the fibrous material for 2 hours 
at 100’C, cool, weigh, and deduct weight 
of screen. Divide the weight of fibrous 
material by the weight of combined de¬ 
seeded pods, trimmings, and strings and 
multiply by 100 to obtain the percentage 
of fibrous material. 

<ix) If the drained weight recorded in 
paragraph »b><2ul> of this section was 
less than 340 g (12 oz.), open and exam¬ 
ine separately for extraneous material, as 
directed in paragraph (b) (2) (lv) of this 
section, additional containers until a 
total of not less than 340 g (12 oz.) of 
drained material is obtained. To deter¬ 
mine the number of pieces of extraneous 
vegetable material per 340 g (12 oz.) of 
drained weight, total the number of 
pieces of extraneous vegetable material 
found in all containers opened, divide 
this sum by the sum of the drained 
weights In these containers and multiply 
by 340. 

(3) Sampling and acceptance pro¬ 
cedure: A lot Is to be considered accept¬ 
able when the number of “defectives" 
does not exceed the acceptance number 
in the sampling plans given in paragraph 
(b><3)(li) of this section, except ex¬ 
traneous plant material, which is based 
on an average of all the containers ex¬ 
amined. 

(i) Definitions of terms to be used In 
the sampling plans in paragraph (b W3) 
(11) of tills section are as follows: 

(a) Lot. A collection of primary con¬ 
tainers or units of the same size. type, 
and style manufactured or packed under 
similar conditions and handled as a 
single unit of trade. 

(5) Lot size. The number of primary 
containers or units In the lot. 

(c) Sample size <nK The total num¬ 
ber of sample units drawn for examina¬ 
tion from a lot. 

(<f) Sample unit. A container, the en¬ 
tire contents of a container, a portion 
of the contents of a container, or a com¬ 
posite mixture of product from small 
containers that is sufficient for the ex¬ 
amination or testing as a single unit. 

<e) Defective. Any sample unit shall be 
regarded as defective when any of the 
defects or conditions specified in the 
standard of quality under paragraph (b> 
(1) of this section are present in excess 
of the stated tolerances. 

(/) Acceptance number (c). The max¬ 
imum number of defective sample units 
permitted in the sample in order to con¬ 
sider the lot as meeting the specified 
requirements. 

<g> Acceptable Quality level (AQLK 
The maximum percent of defective 
sample units permitted in a lot that will 
be accepted approximately 95 percent of 
the time 
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<11 > Sampling plans and acceptance 
procedure: 

AccrptabU Quality Level 6,6 


Lot tint (primary am- fix* of oootaJnar 

Mbri): 


Not w«Wht «QmS to or 
fkf at 


4«W0orkM... 

4,*01 to 24 ,Cm?. 

24,001 to 4&.O0O_ 

«V»l to NM. 

*4.001 to 1444100_ 

>44.001 to 240,000. .. 
OW 040.000. 


n 

t 

IS 

3 

M 

a 

2S> 

1 

ftl 

• 

f4 

i 

IB 

u 

WO 

ii 


Net woljtii srauar than 1 kc 
( 2-2 lb) torn not more than 4.4 
U (tout) 



• 

t 

2,400 or lew._. 

13 

2 

2 4AI to 16,_ 

a 

a 

UjUX to 34,000. 

21 

4 

24,001 to 

4ft 

ft 

42.001 to riJOBD. _ 

M 

ft 

r.\ooi to ittjooo_ 

iaa 

u 

Ovrr IWW. 

30 

Ift 


Not O'ci^hl frnofcte/ Lh*a 44 kf 


• 

ex> or )*»-..__._ u 

«n to 1.000 _ n 

xoot to 7 job __ re 

7jttl to 15,000_ 44 

1S.OTI to 34,000_ M 

24.001 to 4XU*_ 121 

Over 42,000.. 200 


U 

19 


»-aamt«r of primary oostnlnan In nub pi*. 
r-aonrptju*or namber. 

(4) IT the Quality of the canned green 
beans or canned wax beans falls below 
the standard of Quality prescribed by 
paragraph (bXl) of this section, the 
label shall bear the general statement of 
substandard quality specified in i 130.14 
(a) of this chapter, In the manner and 
form therein specified; but in lieu of the 
words prescribed for the second line in¬ 
side the rectangle the following words 
may be used/when the quality of canned 
green beans or canned wax beans falls 
below the standard in one only of the fol¬ 
lowing respects: 

(i) "Excessive number very short 
pieces", if the canned green beans or 
canned wax beans fail to meet the re¬ 
quirements of paragraph (bXIHl) of 
this section. 

iii) "Excessive number blemished, 
units”, if they fail to meet the require¬ 
ments of paragraph (b)(1) (iv) of this 
section. 

(iii) "Excessive number unstemmed 
units", if they fail to meet the require¬ 
ments of paragraph (b)(1)<v) of this 
section. 

(hr) "Excessive foreign material", if 
they fail to meet the requirements of 
paragraph (bHlMvi) of this section. 

§ 135.130 (jiunul t orii. 

<A> Identity —<1> Definition. Canned 
sweet com is the product prepared from 
clean, sound kernels of sweet com 
packed with a suitable liquid packing 
medium which may include water and 
the creamy component from com ker¬ 
nels. The tip caps are removed. The 
product is of the optional styles specified 
in paragraph (aX2> of this section. It 
may contain one. or any combination of 
two or more, of the optional ingredients 


set forth In paragraph (a) (3) of this 
section. Such food is processed by heat, 
in an appropriate manner, before or 
after being sealed in a container, bo as 
to prevent spoilage. 

12) Style*. The optional sty les referred 
to In paragraph (a)(1) of this section 
consist of succulent sweet com of the 
yellow (golden) or white color type, con¬ 
forming to Zea mays L. having the sweet 
com characteristic os follows: 

<D Whole kernel or whole grain or cut 
kernel consisting of whole or substan¬ 
tially whole cut kernels packed with a 
liquid medium. 

(11) Cream style consisting of whole or 
partially whole cut kernels packed in a 
creamy component from the com ker¬ 
nels and other liquid or other ingredients 
to form a product of creamy consistency. 

(3) Optional ingredient*. The follow¬ 
ing safe and suitable optional ingredients 
may be used: 

(i) Salt. 

<li) Monosodium glutamate 
(til) Disodium inosinate. 

(iv> Disodium gu any late 

<▼> Hydrolyzed vegetable protein. 

(vi> Autolyxsod yeast extract, 
evil) Nutritive carbohydrate sweeten¬ 
ers. 

(viii) Spice 

(ix) Flavoring <except artificial). 

<x) Citric acid. 

<xl) Starch or food starch-modified 
in cream style com when necessary to 
ensure smoothness. 

(xii) Seasonings and garnishes. 

<«> Mint leaves. 

(b) Pieces of green peppers or red 
peppers, or mixtures of both, cither of 
which may be sweet or hot and may be 
dried, or other vegetables, not exceeding 
IS percent by weight of the finished food. 

<c) Lemon juice or concentrated 
lemon Juice. 

( d) Butter or margarine In a quantity 
not less than 3 percent by weight of the 
finished food. When butter or margarine 
is added, emulsifiers or stabilizers, or 
both, may be added. When butter or 
margarine is added, no spice, or flavoring 
simulating the color or flavor Imparted 
by butter or margarine Is used. 

<4) Labeling. The name of the food is 
"com" or "sweet com" or "sugar com" 
and shall include a declaration of any 
flavoring that characterizes the product 
as specified In $ 101.22 ot this chapter 
and a declaration of any spice, seasoning 
or garnishing that characterizes the 
product; for example, "With added 
spice", "Seasoned with red peppers", 
"Seasoned with butter". Tire name of 
the food shall also Include the following: 

<l) The optional style of the com in¬ 
gredient as specified in paragraph (a) 
(2) of this section. 

(11) The words "vacuum pack" or 
"vacuum pocked* when the com Ingre¬ 
dient is as specified in paragraph (a) (2) 

(1) of this section and the weight of the 
liquid in the container, as determined by 
the method prescribed in paragraph Cb) 

(2) ft) of this section, is not more than 
20 percent of the net weight, and the 
container is closed under conditions 
creating a high vacuum In the container. 


(ill) The color type used only' when 
the product consists of white com. 

<lv) The color type used only when 
the product consists of white com. 

(5) Ingredient statement. Each of the 
optional ingredients used shall be de¬ 
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter. 

<b> Quality —«1) The standard of 
quality for canned com Is as follows: 

(i) When tested by the method pre¬ 
scribed in paragraph <b) (2) of this sec¬ 
tion, canned whole-kernel com (para¬ 
graph (a) <2X1> of this section': 

(a) Contains not more titan seven 
brown or black discolored kernels or 
pieces of kernel per 400 g. (14 ounces) 
of drained weight: 

(b) Contains not more titan 1 cubic 
centimeter of pieces of cob for each 400 
g. (14 ounces) of drained weight; 

<c) Contains not more than 7.squait 
centimeters <1.1 square Inch* of husk 
per 400 g. (14 ounces) of drained weight; 
and 

(d) Contains not more than 160 mm 
<7 inches) of silk per 28 g. <1 ounce* of 
drained weight. 

<li) When tested by the method pre¬ 
scribed in paragraph <b) <S> of this sec¬ 
tion. canned cream style corn (para¬ 
graph (a) (2) <ii> of this sectiont: 

(a) Contains not more than 10 brown 
or black discolored kernels or pieces of 
kernel per 600 g. <21.4 ounces) of net 
weight; 

(b) Contains not more than 1 cubic 
centimeter of pieces of cob per 600 g. 
(21.4 ounces) of net weight; 

<c) Contains not more than 7 square 
centimeters (1.1 square inch) ol husk 
per 600 g. <21.4 ounces) of net weight; 

<d> Contains not more than 150 mm 
(6 inches) of silk for each 28 g. <1 ounce * 
of net weight ; and 

tc) Has a consistency such that the 
average diameter of the approximately 
circular area over which the prescribed 
sample spreads does not exceed 30.5 cm 
<12 inches). except that when the washed 
drained material contains more than 20 
percent of alcohol-insoluble solids, the 
average diameter of the approximately 
circular area over which the prescribed 
sample spreads does not exceed 25 4 cm 
<10 inches). 

(ill) <o) The weight of the alcohol- 
insoluble solids of whole-kernel com 
(paragraph <a)<2Mi) of this section 
doe* not exceed 27 percent of the drained 
weight, when tested by the method pre¬ 
scribed in paragraph <b) (2) of thl 
section. 

<b) The weight of the alcohol-insolu¬ 
ble solids of the washed drained material 
of cream style com (paragraph <a><2> 
<ti> of this section) does not exceed 27 
percent of the drained weight of such 
material, when tested by the method pre¬ 
scribed in paragraph <b) (3) of this sec¬ 
tion 

<2> The method referred to In para¬ 
graph <b)(l) of this section for lest ins 
whole-kernel corn (paragraph <aX2Hl> 
of this section) is as follows: 

(!) Determine the gross wight of the 
container. Open and distribute the con- 


FEOCRAl REGISTER, VOt. 42, NO SO—TUESDAY, MARCH IS, 1 977 

























RULES AND REGULATIONS 


14153 


tents of the container over the meshes 
of ft U.S. No. 8 circular sieve which has 
previously been weighed. The diameter 
of the sieve is 20.3 cm. (8 inches) if the 
quantity of the contents of the container 
Is less than 1.36 kg. (3 pounds), and 30.5 
cm. <12 inches) If such quantity Is 1.36 
kg. <3 pounds) or more. The bottom of 
the sieve is woven-wire cloth which com¬ 
plies with the specifications for such sieve 
set forth in the “Definitions of Terms and 
Explanatory Notes" page xviii. of the 
•'Official Methods of Analysis of the As¬ 
sociation of Official Analytical Chem¬ 
ists,* 4 11th edition. 1870.* Without shifting 
the material on the sieve, so incline the 
sieve at approximately 17-20 # angle to 
farllitate drainage. Two minutes from 
the time drainage begins, weigh the sieve 
and the drained material. Record, In g. 

• ounces), the weight so found, less the 
weight of the sieve, as the drained 
weight. Dry and weigh the empty con¬ 
tainer and subtract this weight from the 
gross weight to obtain the net weight. 
Calculate the percent of drained liquid 
in the net weight. 

(ii> Pour the drained material from 
the sieve into a flat tray and spread it In 
a layer of fairly uniform thickness. 
Count, but do not remove, the brown or 
block discolored kernels or pieces of ker¬ 
nel and calculate the number per 400 g. 
(14 ounces) of drained material. Remove 
pieces of silk more than 12.7 mm. (one- 
half Inch) long, husk, cob, and any pieces 
of material other than com. Measure the 
aggregate length of such pieces of silk 
and calculate the length of silk per 28 g. 
(1 ounce) of drained weight. Spread the 
husk flat, measure its aggregate area, 
and calculate the area of husk per 400 g. 
(14 ounces) of drained weight. Place all 
pieces of cob under a measured amount 
of water In a cylinder which is so gradu¬ 
ated that the volume can be measured to 
0.1 cubic centimeter. Take the increase in 
volume as the aggregate volume of the 
cob and calculate the volume of cob per 
400 g. (14 ounces) of drained weight. 

(ill) Comminute a representative 100 
g. sample of the drained com from which 
the silk, husk, cob. and other material 
wldch Is not com (i.e., peppers) have 
been removed. An equal amount of water 
Is used to facilitate this operation. Weigh 
to nearest 0.01 g. a portion of the com¬ 
minuted material equivalent to approxi¬ 
mately 10 g. of the drained com into a 
600 cubic centimeter beaker. Add 300 
cubic centimeters of 80 percent alcohol 
‘by volume), stir, cover beaker, and 
bring to a bolL Simmer slowly for 30 
minutes. Pit a Buchner funnel with a 
previously prepared filter paper of such 
sizes that its edges extend 12.7 mm. (one- 
half inch) or more up the vertical sides 

Cople» may be obtained from: AsaoclmtUm 
of Official Analytical CbemlaU. P.O. Box S40, 
Benjamin Franklin Station, Washington. D C. 


of the funnel. The previous preparation 
of the filter paper consists of drying it in 
a flat-bottomed dish for 2 hours at 100* 
C. covering the dish with a tight fitting 
cover, cooling It in a desiccator, and 
promptly weighing to the nearest 0.001 
g. After the filter paper Is fitted to the 
funnel, apply suction and transfer the 
contents of the beaker to the funneL Do 
not allow any of the material to run over 
the edge of the paper. Wash the material 
on the filter with 80 percent Alcohol (by 
volume) until the washings are clear and 
colorless. Transfer the filter paper with 
the material retained thereon to the 
dish used in preparing the filter paper. 
Dry the material in a ventilated oven, 
without covering the dish, for 2 hours at 
100* C. Place the cover on the dish, cool 
It In a desiccator, and promptly weigh to 
the nearest 0.001 g. From this weight 
subtract the weight of the dish, cover, 
and paper as previously found. Calculate 
the remainder to percentage. 

(3) The method referred to in para¬ 
graph (b)(1) of this section for testing 
cream-style com (paragraph (a)(2) 
(il> of this section) is as follows: 

(1) Allow the container to stand at 
least 24 hours at a temperature of 68* F 
to 85* F. Determine the gross weight, 
open, transfer the contents into a pan. 
and mix thoroughly in such a manner as 
not to incorporate air bubbles. (If the 
net contents of a single container Is less 
than 510 g. (18 ounces) determine the 
gross weight, open, and mix the contents 
of the least number of containers neces¬ 
sary to obtain 510 g. (18 ounces). Fill 
level full a hollow, truncated cone so 
placed on a polished horizontal plate as 
to prevent leakage. The cone has an In¬ 
side bottom diameter of 7.62 cm. (3 
inches), inside top diameter of 5.08 cm. 
(2 inches). and height of 12.30 cm. (4% 
Inches). As soon as the cone is filled, 
lift it vertically. Determine the average 
of the longest and shortest diameters of 
the approximately circular area on the 
plate covered by the sample 30 seconds 
after lifting the cone. Dry and weigh 
each empty container and subtract the 
weight so found from the gross weight 
to obtain the net weight. 

til) Transfer the material from the 
plate, cone, and pan onto a UJ8. No. 8 
sieve as prescribed in paragraph (b) (2) 
(1) of this section. Hie diameter of the 
.sieve is 20.3 cm. (8 Indies) If the quan¬ 
tity of the contents of the container is 
less than 1.36 kg. (3 pounds), and 30.5 
cm. (12 inches) if such quantity is 1.36 
kg. (3 pounds) or more. Set the sieve In 
a pan. Add enough water to bring the 
level within 9.53 mm. (three-eighth inch) 
to 6.35 mm. (one-fourth inch) of the top 
of the sieve. Gently wash the material on 
the sieve by combined up-and-down 
and circular motion for 30 seconds. Re¬ 
peat washing with a second portion of 
water. Remove sieve from pan. Incline to 


facilitate drainage, and drain for 2 
minutes. 

(ill) From the material remaining on 
the U.S. No. 8 sieve, count, but do not 
remove, the brown or black discolored 
kernels or pieces of kernel and calculate 
the number per 600 g. (21.4 ounces) of 
net weight. Remove pieces of silk more 
, than 12.7 min. (one-half inch) long, 
husk. cob. and other material which is 
not corn (i.e., peppers). Measure aggre¬ 
gate length of such pieces of silk and 
calculate the length per 26 g. (ounce) of 
net weight. Spread the husk flat and 
measure its aggregate area and calcu¬ 
late Uie area per 600 g. (21.4 ounces) of 
net weight. Place all pieces of cob under 
a measured amount of water in a cylin¬ 
der which is so graduated that the vol¬ 
ume may be measured to 0.1 cubic centi¬ 
meter. Take the increase in volume as 
the aggregate volume of the cob and cal- 
cuhdfc the volume of cob per 600 g. (21.4 
ounces) of net weight. Take a repre¬ 
sentative 100 g. sample of the material 
re m ai nin g on the UB. No. 8 sieve (If such 
material weighs less than 100 g. take all 
of it) and determine the alcohol-insolu¬ 
ble solids as prescribed in paragraph (b) 
(2) till) of this section for whole kernel 
corn. 

(4) Sampling and acceptance proce¬ 
dure. A lot is to be considered acceptable 
when the number of “defectives*' does 
not exceed the acceptance number in the 
sampling plans given in paragraph (b) 
(4) (ii) of this section. 

ti) Definitions of terms to be used In 
the sampling plans in paragraph (b) (4> 
til) of this section are as follows: 

(a) Lot. A collection of primary con¬ 
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a 
single unit of trade. 

<b) Lot size. The number of primary 
containers or units in the lot. 

<c) Sample size (n). The total num¬ 
ber of sample units drawn for examina¬ 
tion from a lot. 

id) Sample unit, A container, the en¬ 
tire contents of a container, a portion of 
the contents of a container, or a com¬ 
posite mixture of product from small 
containers that is sufficient for the ex¬ 
amination or testing as a single unit. 

<€> Defective. Any sample unit shall 
be regarded as defective when any of 
the defects or conditions specified In the 
quality (paragraph (b)(1) of this sec¬ 
tion) and fill of container (paragraph 
(c) of this section) standards are pres¬ 
ent In excess of the stated tolerances. 

(/) Acceptance number <c>. The 
maximum number of defective sample 
units permitted in the sample In order 
to consider the lot as meeting the speci¬ 
fied requirements. 

(p) Acceptable Quality level (AQL ). 
The maximum percent of defective 
sample units permitted in a lot that will 
be accepted approximately 95 percent 
of the time 
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<ii> Sampling plans and acceptance 
procedure: 

Aereptable quality level €.5 


Lot «li* (primary StM* of rontoinrr 

wdtaiitaii) 


4*i> or . 

AJW I toiMjOOO 
• 4,001 to 4W**» . . 
48,001 to M.CH> 
M,00l to 144,000 
144,001 to 240,000 
Otrt 240,000 . 


1,400 oc Irfldt_ 

’.moi to r*.nu> 
13,001 to 24,000 
24,01*1 to 42,U(*» 
42.Ci*l to 72,00rt 
72,001 to IJ0.00U 
Over 120,000 . 


ftu or 

an to 2.000 

2,001 U> 7,200 
7.201 U> 1S.OOU 
M,001 to 24.(00 
24,001 to 42,000 
Owr 42,000. 


N«*l weight «|tial to or Iw than 
1kg (2.711.) 


m 

r 

IS 

2 

21 

3 

29 

4 

48 

f> 

84 

9 

1 

13 

200 

10 

Nrt wttjrlil jrwUrr than 1 kjr 

(2,2 lt») but not 

morr than 

42, kg (lOtb). 


■ 

c 

w 

3 

21 

3 

ft1 

4 

48 

8 

M 

0 

138 

13 

200 

IV 

N#rt « riebt frrolrr than 4.3 

kv <U) )>») 


• 

c 

12 

J 

21 

3 

*24 

4 

48 

8 

M 

V 

IX 

IS 

jm 

IS 


«*numtwf of primary oonui.we* la sxirtpl*- 
r^arcrpuuwv nuinl*r. 

t5) If the quality of canned corn falls 
below the standard prescribed In para¬ 
graph (b)(1) of this section, the label 
shall bear the general statement of sub¬ 
standard quality specified in $ 130.14(a) 
of this chapter, in the manner and form 
therein specified; however, if the quality 
of the canned corn falls below standard 
with respect to only one of the factors of 
quality specified by paragraph (b)(1) 
<i) <a) to < d > of this section, or by para¬ 
graph (b)(1) (U) <a) to <e) of this sec¬ 
tion. there may be substituted for the 
second line of such general statement 
of substandard quality. “Oood food— 
not high grade ’, a new line as specified 
after the corresponding subdivision des¬ 
ignation of paragraph (b)(1) of this 
section, which the canned com fails to 
meet: 

(I) (a) or (II) (a) “Excewive discolored 
kernel*’*. 

<l)(b) ar (U) <b) ”Excessive cob’*. 

<j)(c) or <il)(c> ‘‘Excessive husk’*. 

<l»(d) or (U)«f) “Excessive silk *. 

(II) (c) “Excessively liquid “• 

<c) Fill of container—(1) The stand¬ 
ard of fill of container for canned com 
la: 

(I) Except in the case of vacuum pack 
com the fUl of the com ingredient and 
packing medium, as determined by the 
general method for fill of container pre¬ 
scribed in 4130.12(b) of this chapter, is 
not less than 90 percent of the total 
capacity of the container. 

(II) In whole kernel com, the drained 
weight of the com ingredient, as deter¬ 
mined by sections 32.001 and 32.002 
Canned Products — Drained Weight — 


Procedure. in ‘’Official Methods of Anal¬ 
ysis of the Association of Official Analyt¬ 
ical Chemists." 11th edition. 1970, page 
559. shall not be less than 61 percent 
of the water capacity of the container. 

(2)(i) A container that falls below 
the requirement for minimum fill pre¬ 
scribed In paragraph (c)(1) (1) of this 
section is considered a “defective." The 
food will be deemed to fall below the 
standard of fill when the number of de¬ 
fectives exceeds the acceptance number 
(c) in the sampling plans prescribed in 
paragraph (b)(4) of this section. 

<ii) Whole kernel will be deemed to 
fall below the standard of fill when the 
average drained weight of all of the 
containers examined according to the 
sampling plans prescribed in paragraph 
(b)(4) of this section is less than that 
prescribed in paragraph (cXIMli) of 
this section. 

(3> If canned com falls below the 
standard of fill of container prescribed 
in paragraphs (c)(1) and <2) of this 
section, the label shall bear the general 
statement of substandard fill specified 
in $ 130.14(b) of this chapter, in the 
manner and form therein specified. 

§133.131 (jinnrd fioltl rom. 

(a> Identity —(1> Canned field com 
conforms to the definition and stand¬ 
ard of identity, and is subject to the re¬ 
quirements for label statement of op¬ 
tional ingredients, prescribed for canned 
com by $ 155.130<a), except that the 
com ingredient consists of succulent 
field com or a mixture of succulent field 
com and succulent sweet com. 

(2) The name of the food conforms 
to the name specified in i 155.130«a> (5). 
except that the words “Com", “Sweet 
com", and "Sugar com" are replaced by 
the words “Field com", and the term 
“Golden field com" is not used. 

(b) (Reserved.! 

(c> FUl of container. Canned cream- 
style field com conforms to the standard 
of fill of container and label statement 
of substandard fill prescribed for canned 
cream-style com by $ 155.130(c). 

§ 135.170 Canned pr«i«. 

(ft) Identity —(1) Canned peas is the 
food prepared from one of the optional 
pea ingredients, specified in paragraph 
ta)(l*. of this section, and water. The 
food may contain one or more of the op¬ 
tional Ingredients specified in paragraph 
(a) (2) of this section and one or more of 
the optional seasonings specified in para¬ 
graph (a) (3) of this section. The food is 
sealed in a container and so processed by 
heat as to prevent spoilage. The optional 
pea Ingredients are: 

(1) Shelled, succulent peas tPisum 
sativum) of Alaska or other smooth skin 
varieties. 

(ii) Shelled, succulent peas iPisum 
sativum) of sweet, wrinkled varieties. 

(2) The following optional ingredients 
may be used: 

(I) Salt. 

(II) Monosodium glutamate. 

Oil) Disodium inosinate complying 
with the provisions of 5 172.535 of this 
chapter. 


(iv) Disodiura gunny late complying 
with the provisions of £ 172.530 of this 
chapter. 

(v) Hydrolyzed vegetable protein. 

(vi> Autolyzed yeast extract. 

(vii) Sugar. 

(vitl> Dextrose. • 

Ox) Spice. 

(x > Flavoring (except artificial ). 

«xi) Artificial coloring. 

(XlD Sodium carbonate, sodium bicar¬ 
bonate. sodium hydroxide, calcium hy¬ 
droxide, magnesium hydroxide, mag¬ 
nesium oxide, magnesium carbonate, or 
any mixture or combination of these in 
such quantity that the pH of the finished 
canned peas is not more than 8. as de¬ 
termined by the glass electrode method 
for the hydrogen ion concentration 

(3) The food may be seasoned with 
one or more of the follow ing opt ion a I 
seasonings: 

(D Green peppers or red peppers, 
w’hich may be dried. 

<U) Mint leaves. 

< ill4 Onions, which may be dried. 
dv> Garlic, which may be dried. 

(v) Horseradish. 

(vi) Lemon juice or concentrated 
lemon juice. 

(vl!) Butter or margarine in a quantity 
not less than 3 percent by w*eight of the 
finished food. When butter or margarine 
is added, safe and suitable emulsifiers or 
stabilizers, or both, may be added. When 
butter or margarine is added, no spice, 
flavoring, or coloring simulating the fla¬ 
vor or color imparted by butter or mar¬ 
garine Is used. 

(4) The name of the optional pea In¬ 
gredient is "early" or "June" or “early 
June", “sweet" or "sweet wrinkled ’ or 
"sugar". 

(5) If artificial coloring is present, the 
label shall state that fact in such man¬ 
ner and form as provided in paragraph 
<b) <3) of this section. 

• 6) The name of the food is “peas’ 
The name of the food shall include a dec¬ 
laration of any flavoring that character¬ 
izes the product as specified in £ 101.22 of 
this chapter, and a declaration of any 
spice or seasoning that characterizes the 
product; for example, “with added spice’ 
“seasoned with red peppers", "seasoned 
with butter". Whenever the name “peas 
appears on the label so conspicuously .»s 
to be easily seen under customary* con¬ 
ditions of purchase, the name of the op¬ 
tional pea ingredient present as speci¬ 
fied in paragraph (a) (4) of this section, 
shall immediately and conspicuously pre¬ 
cede or follow* such name, without inter¬ 
vening written, printed, or graphic mat¬ 
ter, except that the specified varietal 
name of the peas may so intervene 
(7) Each of the optional Ingredients 
used shall be declared on the label as re¬ 
quired by the applicable sections of Par * 1 (II) 
101 of this chapter. 

(b) Quality —(1) The standard of qual¬ 
ity for canned peas is as follows: 

(1) Not more than 4 percent by count 
of the peas in the container are spotted 
or otherwise discolored; 

(ii) Standard canned peas arc nor¬ 
mally colored, not artificially colored: 

(ill) The combined weight of pea pods 
and other harmless extraneous vegetable 
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material is not more than one-hall o i 
1 percent of the drained weight of peas 
la the container; 

< tv» The weight of pieces of peas Is 
not more than 10 percent of the drained 
weight of peas In the container; 

i v) The skins of not more than 25 
percent by count of the peas In the con¬ 
tainer are ruptured to a width of Vvs 
inch or more: 

<vl > Not less than 9D percent by count 
of the peas in the container are crushed 
by a weight of not more than 907.2 grams 

(2 jx>unds) : and 

till) The alcohol-Insoluble solids of 
Alaska or other smooth skin varieties 
of peas in the container are not more 
than 23.5 percent. And of sweet, wrinkled 
varieties, not more titan 21 percent. 

(2) Canned peas shall be tested by the 
following methods to determine whether 
or not they meet the requirements of 
paragraph (b)(1) of this section: 

U> After determining the fill of the 
container as prescribed In paragraph <c> 

(1) of this section, distribute the con¬ 
tents of the container over the meshes of 
a circular sieve made with No. 8 woven- 
wire cloth which complies with the speci¬ 
fications for such cloth set forth on page 
3 of “Standard Specifications for Sieves.’' 
published October 25. 1938. by United 
States Department of Commerce. Na¬ 
tional Bureau of Standards. The diam¬ 
eter of the sieve used is 8 inches if the 
Quantity of the contents of the container 
is less than 3 pounds, or 12 inches if 
such quantity is 3 pounds or more. With¬ 
out hilling the perns, so incline Uie sieve 
as to facilitate drainage. Two minutes 
from the time drainage begins, remove 
the peas from the sieve and weigh them. 
Such w eight shall be considered to be the 
drained weight of the peas. * 

(U* From the drained peas obtained 
to paragraph (b)(2)<i> of this section, 
promptly segregate and weigh the pea 
pod* and other harmless extraneous veg¬ 
etable material, and the pieces of pens. 

<tii Prom the drained peas obtained 
in paragraph <b>(2><i> of this section, 
take at random & subdivision of 100 to 
150 peas, and count them. Immediately 
cover these peas with a portion of the 
liquid obtained in paragraph <b> (2) (1) of 
this section, and add the remaining 
liquid to the drained peas from which the 
aubdivlsion was taken. Count those peas 
to the .subdivision which are spotted or 
otherwise discolored, and also those peas 
the skins of which are ruptured to a 
width of inch or more. 

<hr) Immediately after each pea Is ex¬ 
amined by the method prescribed In par¬ 
agraph (b)(2) (ill) of this section, test 
Jt by removing Its skin, placing one of 
its cotyledons, with flat surface down, 
on the approximate center of the level, 
smooth surface of a rigid plate, lowering 
ft horizontal disc to the highest point of 
the cotyledon, and measuring the height 
or the cotyledon. The disc is of rigid 
material and ts affixed to a rod held 
ycrucany by a support through which 
Jf 0 h* 1 wtn freely move upward or 
aown ward. The lower face of the disc 
Jr * sm °oth. plane surface horizontal to 
vertical axis of the rod. A device to 


which weight may be added L> affixed to 
the upper end of the rod. Before low¬ 
ering the disc to the cotyledon, adjust 
the combined weight of disc. rod. and 
device to 100 grams. After measuring 
the height of the cotyledon, and shift¬ 
ing the plate. If necessary, so that the 
cotyledon is under the approximate cen¬ 
ter of the disc, add weight to the device 
at a uniform, continuous rate of 12 
grams per second until the cotyledon 
is pressed to onc-fourth its previously' 
measured height, or until the combined 
weight of disc, rod, and device Is 907,2 
grams <2 pounds). A pea so tested shall 
be considered to be crushed when Us 
cotyledon is pressed to onc-fourth its 
original height. 

<v) Drain the Uqukl from the peas 
which remained after taking the subdi¬ 
vision as prescribed in paragraph <b><2> 
(lit) of this section. Transfer the peas 
to a pan. and rinse them with a volume 
of water equal to twice the capacity of 
the container from which such peas were 
chained in paragraph (b)(2) (i) of this 
section Immediately drain the peas 
again by the method prescribed in para¬ 
graph ib) (2) (1) of this section. Alter the 
2 minutes’ draining, wipe the moisture 
from the bottom of the sieve. Comminute 
the peas thus drained, stir them to a uni¬ 
form mixture, and weigh 20 grains of 
such mixture into a 600 c c beaker. Add 
300 cc. of 80 percent alcohol (by volume*. 
stir, cover beaker, and bring to a boil. 
Simmer slowly for 30 minutes. Pit a 
Buchner funnel with a previously pre¬ 
pared filter paper of such size that its 
edges extend 1 2 inch or more up the ver¬ 
tical sides of Uie funnel. The previous 
preparation of the filter paper consists of 
drying It in a flat-bottomed dish for 2 
hours at 100’ C. covering the dish with 
a tlght-fltting cover, cooling U in a desic¬ 
cator, and promptly’ weighing. After the 
Alter paper is fitted to Uie funnel, apply 
suction and transfer the contents of the 
beaker to the funnel. Do not allow any of 
Uie material to run over the edge of Uie 
paper. Wash Uie material on the filter 
with 80 percent alcohol (by volume> un¬ 
til Uie washings are clear and colorless. 
Transfer the filter paper with the ma¬ 
terial retained Uiereon to the dish used 
in pieparing the filter paper. Dry the 
material in a ventilated oven, without 
covering the dish, for 2 hours at 100* C. 
Place the cover on the dish, cool It in a 
desiccator, and promptly weigh. From 
this weight, subtract the weight of the 
dish, cover, and paper, as previously 
found The weight in grams thus ob¬ 
tained. multiplied by 5. shall be consid¬ 
ered to be Uie percent of alcohol-insolu¬ 
ble solids. 

(3) If the quality of canned peas falls 
below the standard prescribed In para¬ 
graph (b)(1) of this section, the label 
shall bear the general statement of sub¬ 
standard quality specified in I 130.14(a) 
of this chapter, in the manner and form 
therein specified; but in lieu of such gen¬ 
eral statement of substandard quality 
when the quality of canned peas falls 
below the standard in only one respect, 
the label may bear the alternative state¬ 
ment “Below* standard in quality_ 


-**, the blank to be filled in with the 

words specified after the corresponding 
subparagraph number of paragraphs (b> 
(1) of this section which such canned 
peas fail to meet, as follows: (1) “Exocs- 
sive discolored peas"; (U) “Artificially’ 
colored”; (iii) “Excessive foreign ma¬ 
terial"; (iv> “Excessive broken beas". 
(v) “Excessive cracked peas"; (vl) “Not 
tender"; (vii> “Excessively mealy". Such 
alternative statement shall immediately 
and conspicuously precede or follow* 
without intervening written, printed, or 
graphic matter, the name “Peas" and 
any words and statements required or 
authorized to appear with such name by 
paragraph ia) (4) of this section. 

Cc) FiU of container —(1) The stand¬ 
ard of fill of container for canned peas is 
a fill such that, when the peas and liquid 
are removed from the container and re¬ 
turned thereto, the leveled peas (irre¬ 
spective of the quantity of the liquid). 15 
seconds after they are so returned com¬ 
pletely fill the container. A container with 
ltd attached by double seam shall be con¬ 
sidered to be completely filled when it Is 
filled to the level inch vertical dis¬ 
tance below the top of the double seam; 
and a glass container shall be considered 
to be completely filled when it is filled to 
the level inch vertical distance below 
the top of the container. 

(2) If canned peas fall below the 
standard of fill of container prescribed 
In paragraph (c)(1) of this section, the 
label shall bear the general statement 
of substandard fill specified in f 139.14 
(b> of this chapter, in the manner and 
form therein specified. 

§155.172 ( (innrdtin p< 4«. 

Canned dry peas conforms to the defi¬ 
nition and standard of identity, and Is 
subject to requirements for label state¬ 
ment of optional ingredients prescribed 
for canned peas by 1 155 170(a). except 
that: 

<a> Identity — <p The optional pea In¬ 
gredients are: 

(i> Shelled, dry peas <Pisum sativum > 
of Alaska or other smooth akin varieties 

<U) Shelled, dry peas (PLium sativum > 
of sweet, wrinkled varieties. 

(2) The optional ingredients specified 
In 1 155.170(a) (2) (xil) shall not be 
used. 

(3) The name of the food is "Cooked 
dry peas” or “Soaked dry peas”. The full 
name of the food shall appear on the 
principal display panel of the label In 
type of uniform size, style, and color. The 
optional pea ingredient names specified 
by g 155.170(a)(4) shall not be used on 
labels. 

<b) Quality —(1) Tlie standard of 
quality for canned dry peas is that speci¬ 
fied for canned peas by 1 155.170(b) (P 
and (2), except that: 

(D The alcohol Insoluble solids maxi- 
mums specified in 1 155.170(b) (1) (vli> 
do not apply. 

(11) The alcohol Insoluble solids meth¬ 
ods specified in 5 155.170(b) <2Mv> is not 
used. 

(2) If the quality of canned dry peas 
falls below the standard of quality pre¬ 
scribed by paragraph (b)(1) of this sec¬ 
tion tlie label shall bear the statement of 
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substandard quality in the manner and 
form specified in i 155.170(b) (3) for 
canned peas, except that words “Exces¬ 
sively mealy'* shall not be used. 

<c> Fill of container—( 1) The stand¬ 
ard of fill of container for canned dry 
peas is that prescribed for canned peas 
by $ 155.170<c) <1). 

(2) If canned dry peas fall below the 
standard of fill of container prescribed by 
paragraph <c)(l> of thLs section, the 
label shall bear the general statement of 
substandard fill specified in 9 130.14(b) 
of this chapter, in the manner and form 
therein specified. 

§ 155.190 (untied tonuitor*. 

(a) Identity —(1> Description —<i> 
Canned tomatoes is the food prepared 
from mature tomatoes conforming to the 
characteristics of the fruit Lycopcrsicum 
esculentum P. Mill, of red or reddish 
varieties. The tomatoes may or may not 
be peeled, but shall have had the stems 
and calicies removed and shall have been 
cored, except where the internal core 
is insignificant to texture and appear¬ 
ance. 

(ii) Canned tomatoes may contain one 
or more of the safe and suitable optional 
ingredients specified in paragraph (a)(2) 
of this section, be packed without any 
added liquid or in one of the optional 
packing media specified in paragraph (a) 

(3) of this section and be prepared in one 
of the styles specified in paragraph *a) 
(4> of this section. Such food is sealed in 
a container and before or after sealing is 
so processed by heat as to prevent 
spoilage. 

(2) Optional ingredients. One or more 
of the following safe and suitable ingre¬ 
dients may be used: 

(I) Calcium salts in a quantity rea¬ 
sonably necessary to firm the tomatoes, 
but the amount of calcium in the finished 
canned tomatoes is not more than 0.045 
percent of the weight, except that when 
the tomatoes are prepared in one of the 
styles specified in paragraph <aH4> <iv> 
to (vi) of this section the amount of cal¬ 
cium Is not more than 0.08 percent of 
the weight of the food. 

(II) Organic acids for the purpose of 
acidification. 

Oil) Dry nutritive carbohydrate sweet¬ 
eners whenever any organic acid pro¬ 
vided for in paragraph <ax2xil) of this 
section is used, in a quantity reason¬ 
ably necessary to compensate for the 
tartness resulting from such added acid. 

< lv) Salt. 

(v) Spices, spice oils. 

(vi) Flavoring and seasoning. 

< vii) Natural vcgtable ingredients such 
as onion, peppers, and celery in a quan¬ 
tity not more than 10 percent by weight 
of the finished food. 

(3) Packing media. (i> The liquid 
draining from the tomatoes during or 
after peeling or coring. 

(U> The liquid strained from the resi¬ 
due from preparing tomatoes for canning 
consisting of peels and cores with or 
without tomatoes or pieces thereof. 

CUD The liquid strained from mature 
tomatoes. 


(iv) Tomato Juice, tomato puree or 
tomato pulp or tomato paste complying 
with the compositional requirements of 
H 155.191. 155.192. and 156.145 of this 
chapter. 

(4) Styles, (i) Whole. 

(ii) Whole and pieces. 

(ill) Pieces. 

(lv) Diced. 

<v> Sliced. 

(vl> Wedges. 

(5) Same of the food. <i) The name of 
the food is “tomatoes *, except that when 
the tomatoes are not peeled the name is 
“impeded tomatoes’*. 

(ii) The following shall be included as 
part of the name or in cl060 proximity to 
the name of the food: 

(a) A declaration of any flavoring that 
characterizes the product as specified in 
§ 101.22 of this chapter. 

(b) A declaration of any added spice, 
seasoning, or natural vegetable ingredi¬ 
ent that characterizes the product, (e g., 

“with added.or. “with-" 

the blank to be filled in with the w r ord<s) 
“spice(s) M # “seasoningca)", or the name 
(s) of the vegetable* s> used or in lieu of 
the word(s) “spice<s) , *‘ or “seasoning 
<s> M . the common or usual name's) of 
the spice(s) or seasoning*s) used) ex¬ 
cept that no declaration of the presence 
of onion, peppers, and celery is required 
forstew’ed tomatoes. 

(c) The word “stewed” If the toma¬ 
toes contain characterizing amounts of 
at least the three optional vegetables 
listed in paragraph <aX2><vii> of this 
section. 

<d> The styles: “whole and pieces**, 
“pieces”, “diced”, “sliced”, or “wedges’*, 
as appropriate. 

<e> The name of the packing medium: 
•‘tomato paste”, “tomato puree”, or 
“tomato pulp” as provided in paragraph 
(a)<3Xiv> of this section, or “strained 
residual tomato material from prepara¬ 
tion for canning” as provided for in 
paragraph <a><3Hii) of this section, as 
appropriate. The name of the packing 
medium shall be preceded by the word 
•with”. 

Oil) The following may be included as 
part of the name or in close proximity to 
the name: 

<a) The word “whole” if the tomato in¬ 
gredient present is whole or almost whole 
and the drained weight as determined in 
accordance with the method prescribed 
In paragraph <b) <2> of this section is not 
less than 80 percent of the finished food. 

ib> The words “solid pack” when none 
of the optional packing media specified 
in paragraph <aX3) of this section are 
used. 

(c) The words “in tomato Juice” if 
the packing medium specified in para¬ 
graph (a) <3)(iv) of this section is used. 

*6) Label declaration of optional in¬ 
gredients. The name of each optional in- 
gredent used shall be declared on the 
label as required by the applicable sec¬ 
tions of Part 101 of this chapter. 

(b) Quality— <1> The standard of 
quality for canned tomatoes is as follows: 

(1) The drained weight, as determined 
by the method prescribed in paragraph 


(b) (2) (i) of this section, is not less than 
50 percent of the weight of water re¬ 
quired to fill the container, as determined 
by the general method for water capacity 
of containers prescribed In f 130.12<a> of 
this chapter; 

(11) The strength and redness of color 
as determined by the method prescribed 
in paragraph <b)(2> of this section, are 
not less than that of the blended color of 
any combination of the color discs de¬ 
scribed in such method in which one- 
third the area of disc 1. and not more 
than one-third the area of disc 2, is 
exposed; 

(til) Peel per kilogram <2.2 pounds* of 
the finished food covers an area of not 
more than 15 cm* (2.3 square inches) 
(6.8 cm* (1.06 square inch) per pound' 
on average of all containers examined 
provided, how ever, the area of peel is not 
a factor of quality for canned unpecled 
tomatoes labeled In accordance with par¬ 
agraph (a) (5X1) of this section; and 

(iv) Blemishes per kilogram <2 2 
pounds > of the finished food cover an 
area of not more than 3.5 cm* <0.54 
square inch) (1.6 cm* (0.25 square Inch * 
per pound) based on an average of all 
containers examined. 

(2) Canned tomatoes shall be tested 
by the following method to determine 
whether or not they meet the require¬ 
ments of paragraph <b><l Hi) and <il> of 
this section; 

(i) Remove lid from container, but In 
the case of a container with lid attached 
by double seam, do not remove or alter 
the height of the double seam. Tilt the 
opened container so as to distribute the 
contents over the meshes of a circular 
sieve which has previously been weighed 
The diameter of the sieve used is 20.3 
centimeters (8 Inches) if the quantity of 
the contents of the container is less than 
1.4 kilograms (3 pounds) or 30.5 centi¬ 
meters (12 inches) if such quantity ih 14 
kilograms (3 pounds) or more. Tnc 
meshes of such sieve are made by *o 
weaving wire of 1.4 mm (0.054 inch' 
diameter as to form square openings 113 
mm by 11.3 mm (0.446 inch by 0.44G 
Inch). Without shifting the tomatoes, so 
incline the sieve as to facilitate drainage 
of the liquid. Two minutes from the time 
drainage begins, weigh the sieve and 
drained tomatoes. The weight so found, 
less the weight of the sieve, shall be con¬ 
sidered to be the drained weight 

(ii) Remove from the sieve the drained 
tomatoes, cut out and segregate succes¬ 
sively those portions of least redness 
until 50 percent of the drained weight 
has been so segregated. Comminute the 
segregated portions to a uniform mixture 
without removing or breaking the secd c 
Pill the mixture into a black container to 
a depth of at least 25.4 mm d inch' 
Free the mixture from air bubbles, and 
skim off or press below the surface all 
visible seeds. Compare the color of the 
mixture, in full diffused daylight or i» 
equivalent, with the blended color oi 
combinations of the following concentric 
Munsell color discs of equal diameter, or 
the color equivalent of such discs : 

<a> Red—Munsell 5 R 2.6 13 «gl<#*> 
finish). 


FEDERAL REGISTER, VOL. 42, NO. 50—TUESDAY, MARCH 15, 1977 







RULES AND REGULATIONS 


11157 


(b) Yellow—Munsell 2.5 YR 5 12 
(glossy finish). 

(c> Black—Mu ascii N 1/ (glossy 

finish). 

id) Grey—Mansell N 4 (mat finish). 

<3,> Sampling and acceptance proce¬ 
dure. A lot is to be considered acceptable 
when the number of "defectives” does 
nos exceed the acceptance number in 
the sampling plans given in paragraph 
■ b> (3) ill) of this section. 

<i) Definitions of terms to be used in 
the sampling plans In paragraph <b>(3) 
ill) of this section are as follows: 

(a) Lot. A collection of primary con¬ 
tainers or units of the same size. type, 
and style manufactured or packed under 
>lmilor conditions and handled as a sin¬ 
gle unit of trade. 

( b ) Lot size. The number of primary 
containers or units In the lot. 

(c) Sample size (it). The total num¬ 
ber of sample units drawn for examina¬ 
tion from a lot. 

<d) Sample unit. A container, the en¬ 
tire contents of a container, a portion 
of Uie contents of a container, or a com¬ 
posite mixture of product from small 
containers that is sufficient for examina¬ 
tion or testing as a single unit 

(e) Defective. Any sample unit shall 
be regarded as defective when the sam¬ 
ple unit does not meet the criteria set 
forth in the standards. 

(/) Acceptance number (c). The 
maximum number of defective sample 
units permitted tn the sample in order to 
consider the lot as meeting the specified 
requirements. 

<0> Acceptable quality level <AQL >. 
The maximum percent of defective sam¬ 
ple units permitted in a lot that will be 
accepted approximately 95 percent of 

the time. 

ill) Sampling plans and acceptance 

procedure: 

Acceptable Quality level 6.S 


Lot iH« (primary 
runUlnnra) 


MOOor l««__ 

4,%>l to 24,(JU0.._’ 

X0U1 16 4*400.. 

4%.0B1 lo 84,000. 

HOOI lo IMAM._ 

H4.001 loSbAM.^ 

240400 .... 


HU* of container 


Net weight initial to or titan 
I kg (!U lh.) 


n 

e 


IS 

2 


21 

2 


29 

4 


4ft 

a 


84 

9 


nj 

13 


200 

19 



Not weight greater than I kg 
(3.3 lb.) hut not more than 
4.5 kg (10 lh.) 


MOO or 1 m_ ,7 

Mnt6is4oo_g 

n.ooi tnMjooo... « 

C.001 to 72400 aj 

to i3Mw.."n*r is* 

»»•«» . 900 


f 

2 

4 

a 

o 

ti 

10 


Net 


ght greater than 4J> 
(10 lh.) 


. 

•0110 3,000.. * . i? 

i'joi u>.. 2 

MS £2® —. w 


< 

a 

i 

4 

a 

o 

u 

10 


T*tm*nr container* In temple. 
f •***P<e«ee number. 


<4) If the quality of canned tomatoes 
falls below the standard prescribed in 
paragraph (b) (1) of this section, the la¬ 
bel shall bear the general statement of 
substandard quality specified in $ 130.14 
(a) of this chapter in the manner and 
form therein specified: if. however, the 
quality of canned tomatoes falls below 
standard with respect to only one of the 
factors of quality specified by paragraph 
<b)(l) <i> to (ill) of this section, there 
may be substituted for the second line of 
such general statement of substandard 
quality ("Good Food—Not High Grade”) 
a new' line, appropriate for the corre¬ 
sponding subparagraph designation of 
paragraph (b)(1) of this section which 
the canned tomatoes fail to meet, to read 
as follows: (!) "Poor color” or (ii> "Ex¬ 
cessive peel” or (iil) "Excessive blem¬ 
ishes”. 

(c> Fill of container —(1) The stand¬ 
ard of fill of container for canned toma¬ 
toes is a fill of not less than 90 percent 
of the total capacity of the container, as 
determined by the general method for 
fill of containers prescribed In I 130.12 
<b* of this chapter. 

(2) If canned tomatoes fall below the 
standard of fill of container prescribed 
in paragraph (e)(1) of this section, the 
label shall bear the general statement of 
substandard fill specified In i 130.14(b) 
of this chapter, in the manner and form 
therein specified. 

§155.191 I nmuto pustr. 

<a> Tomato paste is the food prepared 
from one or any combination of two or 
all of tlie following optional ingredients: 

(1) The liquid obtained from mature 
tomatoes of red or reddish varieties. 

(2> The liquid obtained from the resi¬ 
due from preparing such tomatoes for 
canning, consisting of peelings and cores 
with or without such tomatoes or pieces 
thereof. 

(3) The liquid obtained from the resi¬ 
due from partial extraction of Juice from 
such tomatoes. 

Such liquid Is obtained by so straining 
such tomatoes or residue, with or with¬ 
out heating, as to exclude skins, seeds, 
and other coarse or hard substances. 
Prior to straining, food-grade hydrochlo¬ 
ric acid may be added to the tomato ma¬ 
terial at a rate to obtain a pH no lower 
than 2.0±0.2. Such acid is then neutral¬ 
ized with food-grade sodium hydroxide 
so that the treated tomato material is 
restored to a pH of 4.2±0Jt, prior to 
straining. It is concentrated and may be 
seasoned with one or more of the optional 
ingredients: 

(4) Salt (sodium chloride formed dur¬ 
ing acid neutralization shall be consid¬ 
ered added salt). 

(5> Spice. 

(0) Flavoring. 

It may contain, in such quantity as 
neutralizes a part of the tomato acids, 
the optional ingredient: 

(7) Baking soda. 

Whan scaled In a container it is so proc¬ 
essed by heat, before or after sealing, as 
to prevent spoilage. It contains i*ot less 
than 24.0 percent of natural tomato solu¬ 


ble solids as determined by the following 
method: T Determine the refractive index 
of the clear serum obtained from the 
product, corrected for temperature, con¬ 
verting the resultant index to "% Su¬ 
crose” in accordance with the “Interna¬ 
tional Scale of Refractive Indices of 
Sucrose at 20’ C..” pages 828-30. Refer¬ 
ence Tables 43.008 and 43.009 of the book 
"Official Methods of Analysis of the As¬ 
sociation of Official Agricultural Chem¬ 
ists,” 10th edition. 1965. If no salt has 
been added, this percent sucrose from the 
reference table shall be considered the 
percent of natural tomato soluble solids. 
If salt has been added, determine the 
percent of sodium chloride by the method 
prescribed on page 519. section 30.009. 
under "Sodium Chloride-Official,” of said 
book. Subtract the percent of sodium 
chloride found from the percent of total 
soluble solids found and multiply the dif¬ 
ference by 1.016. The product shall be 
considered the percent of natural tomato 
soluble solids. 

(b) When the optional Ingredient 
specified in paragraph (a)(2) of this 
section is present, in whole or in port, 
the label shall bear the statement "Made 
from” (or Made in part from”, as the 
case may be) "residual tomato material 
from canning”. When the opUonal in¬ 
gredient specified In paragraph (a)(3) 
of this section is present, in whole or In 
part, the label shall bear the statement 
"Made from” (or "Made in part from”, 
as the case may be) "residual tomato 
material from partial extraction of 
Juice**. If both such Ingredients are pres¬ 
ent, such statements may be combined 
In the statement "Made from" (or "Made 
in part from”, as the case may be) "re¬ 
sidual tomato material from canning and 
from partiAl extraction of Juice**. When 
the optional Ingredient specified in para¬ 
graph (a) (4), (5), or (6) of this section 
Is present, the label shall bear the state¬ 
ment or statements "Salt added” or 
"With added salt”. "Spice added” or 
"With added spice**. "Flavoring added” 
or "With added flavoring”, as the case 
may be. When the optional ingredient 
specified In paragraph (a)(7) of this 
section is present, the label shall bear 
the statement "Baking soda added**. If 
two or all of the optional ingredients spe¬ 
cified in paragraphs (a) (4), (5). (6>. 
and (7» of this section are present, such 
statements may be combined: for ex¬ 
ample. "Salt, spice, flavoring, and bak¬ 
ing soda added”. In lieu of the word 
"salt”, "spice**, or "flavoring** in such 
statement or statements, the common or 
usual name of such salt, spice, or flavor¬ 
ing may be used. 

(c) Wherever the name "Tomato 
paste" appears on the label so conspic¬ 
uously as to be easily seen under custom- 


T ‘ ColUboraUve Study of tho Determlna- 
tlon of Soluble SolicU in Tomato Product* by 
Refractive Index Kxpresoed as Percent Suc- 
cro«r by Prank C. Lamb. National Conner* 
Association. 1960 81xth Street. Berkeley. CA 
94710. “Journal of the Association of Official 
Analytical Chemists." vol. 52. No. 8 (1969). 
pp. 1050-64. Adopted as official, first action at 
the 1069 AOAC meeting 


fiOCIAl REGISTER. VOt. 41. NO. SO—TUESDAY. MARCH IS. 1077 






























11458 


RULES AND REGULATIONS 


ary condition* of purcha.se. the state¬ 
ment or statements specified in this sec¬ 
tion. showing the optional ingredients 
present shall Immediately and conspic¬ 
uously precede or follow such name, 
without intervening written, printed, or 
graphic matter. 

§ 155.192 Tomato purer. 

(a) Tomato puree, tomato pulp, is the 
food prepared from one or any com¬ 
bination of two or all of the following 
optional Ingredients: 

(1) The liquid obtained from mature 
tomatoes of red or reddish varieties. 

(2) The liquid obtained from the resi¬ 
due from preparing such tomatoes for 
canning, consisting of peelings and cores 
with or without such tomatoes or pieces 
thereof. 

(3) The liquid obtained from the resi¬ 
due from partial extraction of juice from 
such tomatoes. 

(4) Salt. 

Such liquid is obtained by so straining 
such tomatoes or residue, with or with¬ 
out heating, as to exclude skins, seeds, 
and other coarse or hard substances. 
Prior to straining, food-grade hydro¬ 
chloric acid may be added to the tomato 
material at a rate to obtain a pH no 
lower than 2.0±0.2. 8uch acid Is then 
neutralized with food-grade sodium hy¬ 
droxide so that the treated tomoto ma¬ 
terial is restored to a pH of 4.2±0.2. prior 
to straining. It Is concentrated and may 
be seasoned with salt (sodium chloride 
formed during acid neutralization shall 
be considered added salt). When sealed 
in a container. It is so processed by heat, 
before or after sealing, as to prevent 
spoilage. It contains not less than 8.0 
percent, but less than 24.0 percent, of 
natural tomato soluble solids, as deter¬ 
mined by the following method: * Deter¬ 
mine the refractive Index of the clear 
serum obtained from the product, cor¬ 
rected for temperature, converting the 
resultant Index to M % 8ucrose" tn ac¬ 
cordance with the •'International Scale 
of Refractive Indices of Sucrose at 20" 
C.." pages 931-33. 935. Reference Tables 
47.012. 47.013, and 47.015 of the book 
•‘Official Methods of Analysis of the As¬ 
sociation of Official Analytical Chemists.** 
11th edition. 1971. If no salt has been 
added, this percent sucrose from the 
reference table shall be considered the 
percent of natural tomato soluble solids. 
If 6&lt has been added, determine the 
percent of sodium chloride by the method 
prescribed on page 561. section 32.017. 
under “Sodium Chloride—Official. - of 
said book. Subtract the percent of sodium 
chloride from the percent of total sol¬ 
uble solids found and multiply the dif¬ 
ference by 1.016. The product shall be 


T “Collaborative Study of the Determina¬ 
tion of Soluble Solids in Tomato Products by 
Refractive Index Expressed ae Percent Sue* 
cro*o” by Prank C. Lamb, National Canners 
Association. 1930 Sixth Street. Berkeley. CA 
94710, **Journal of the Association of Official 
Analytical ChemUU." vol. 32. No 3 (1959). 
pp. 1050-54. Adopted on official, first action at 
the 1969 AOAC meeting. 


considered the percent of natural tomato 
soluble solids. 

(b) (1) When the optional Ingredient 
specified In paragraph (a)(2) of this 
section is present, in whole or in part, 
the label shall bear the statement “Made 
from residual tomato material from can¬ 
ning" or “Made in part from residual 
tomato material from canning", as the 
case may be. When the optional ingredi¬ 
ent specified in paragraph (a) (3) of this 
section is present, in whole or in part, 
the label shall bear the statement "Made 
from residual tomato material from par¬ 
tial extraction of juice*' or "Made In part 
from residua] tomato material from par¬ 
tial extraction of juice - , as the case may 
be. If both such ingredients are present, 
such statements may be combined in the 
statement "Made from residual tomato 
material from canning and from partial 
extraction of juice*' or "Mode in part 
from residual tomato material from can¬ 
ning and from partial extraction of 
juice", as the case may be. When the 
optional Ingredient specified in para¬ 
graph (a)(4) of this section is present, 
the label shall bear the statement "Salt 
added" or “With added salt". 

<2) The name specified for the food 
covered by this section is "tomato puree’* 
or alternatively "tomato pulp": however, 
if the only optional tomato ingredient 
used Is the ingredient specified In para¬ 
graph (a)(1) of this section and the food 
contains not less than 20.0 percent of 
natural tomato soluble solids, the name 
"concentrated tomato juice" may be used 
In lieu of the names "tomato puree" or 
"tomato pulp". 

(3) Wherever the name "Tomato 
puree" or "Tomato pulp" appears on the 
label so conspicuously as to be easily 
seen under customary conditions of pur¬ 
chase, the statement or statements spec¬ 
ified In this section, showing the optional 
ingredients present, shall immediately 
and conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter. 

g 153.194 Catsup. 

(a) Catsup, ketchup, catchup, is the 
food prepared from one or any com¬ 
bination of two or all of the following 
optional Ingredients: 

(l) The liquid obtained from mature 
tomatoes of red or reddish varieties. 

(2> The liquid obtained from the resi¬ 
due from preparing such tomatoes for 
canning, consisting of peelings and cores 
with or without such tomatoes or pieces 
thereof. 

“(3) The liquid obtained from the res¬ 
idue from partial extraction of juice 
from such tomatoes. 

Such liquid Is obtained by so straining 
such tomatoes or residue, with or with¬ 
out heating, as to exclude skins, seeds, 
and other coarse or hard substances. 
Prior to straining, food-grade hydro¬ 
chloric acid may be added to the tomato 
material at a rate to obtain a pH no lower 
than 2.0±0.2. Such acid Is then neutral¬ 
ized with food-grade sodium hydroxide so 
that the treated tomato material is re¬ 
stored to a pH of 4.2±0.2, prior to strain¬ 
ing. It Is concentrated and seasoned with 


salt (sodium chloride formed during acid 
neutralization shall be considered added 
salt), a vinegar or vinegars, spices or 
flavorings or both, and onions or garlic 
or both, and is sweetened with sugar, or 
dextrose, or com sirup (including dried 
corn sirup), or glucose sirup (induditi^ 
dried glucose sirup), or any mixture of 
these: provided that when the solids of 
com sirup, or dried com sirup, or glu¬ 
cose sirup, or dried glucose sirup (or any 
combination of these) used contains less 
than 58 percent by weight of reducing 
sugars calculated as anhydrous dextrose, 
then such com sirup or glucose sirup 
shall be mixed with sugar or dextrose or 
both, in such quantity that the weight 
of the solids of such com sirup or dried 
com sirup or both, or glucose sirup, or 
dried glucose sirup or both, is not more 
than one-Uurd of the weight of the 
solids of such mixture. When sealed in & 
container. It is so processed by heat, be¬ 
fore or after sealing, as to prevent 
spoilage. 

(b) (1) For the purposes of this sec¬ 
tion. the term "com sirup" means refined 
com sirup (including dried com sirup) 
the solids of which contain not less than 
40 percent by weight of reducing sugars 
calculated as anhydrous dextrose. 

(2) The term "glucose sirup" means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom¬ 
plete hydrolysis of any edible starch. 
The solids of glucose sirup contain not 
less than 40 percent by weight of re¬ 
ducing sugars calculated as anhydrou 
dextrose. "Dried glucose sirup" means 
the product obtained by drying "glucose 
sirup." 

(c) When optional Ingredient speci¬ 
fied in paragraph (a) (2) of this section. 
Is present, in whole or In part, the label 
shall bear the statement "Made from 

_ " (or "Made In part from _ 

as the case may be) "Residual tomato 
material from canning". When op¬ 
tional Ingredient specified In paragraph 
(a) (3) of this section is present, in whole 
or In part, the label shall bear the state¬ 
ment "Made from _ " (or "Made in 

part from _ ", as the case may be> 

"Residual tomato material from partial 
extraction of Juice”. If both such In¬ 
gredients are present, such statements 
may be combined In the statement "Made 

from . - (or "Made In part from 

_", as the case may be) "Residual 

tomato material from canning and 
from partial extraction of Juice*. 
Wherever the name "Catsup". “Ketch¬ 
up" or "Catchup" appears on the label 
so conspicuously as to be easily seen un¬ 
der customary conditions of purchase, 
the statement or statements gpecified in 
this paragraph showing the optional in¬ 
gredients present shall immediately and 
conspicuously precede or follow such 
name, without Intervening written, 
printed, or graphic matter. 

§ 155.200 Certain oilier canned *ege- 
lablea. 

(a> The canned vegetables for which 
definitions and standards of identity are 
prescribed by this section are those 
named in column I of the table set forth 
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in paragraph cb> of this section. The 
vegetable ingredient In each such canned 
vegetable.is obtained by proper prepara¬ 
tion from the succulent vegetable pre¬ 
scribed tn column II of such table. If 
two or more forms of such ingredient are 
designated in column III of such table, 
the vegetable in each such form is an 


<c> Water is added to the vegetable 
ingredient, except that pimientos may 
be canned with or without added water, 
and sweet potatoes in mashed form ore 
canned without added water. Asparagus 
may be canned with added water, aspara¬ 
gus Juice, or a mixture of both. For the 
purposes of this section, asparagus Juice 
»the clear, unfermented liquid expressed 
• rom the washed and heated sprouts or 
parts of sprouts of the asparagus plant, 
and mixtures of asparagus Juice and 
*ater are considered to be water when 


optional Ingredient. To the vegetable 
ingredient additional ingredients as re¬ 
quired or permitted by paragraph <c) of 
this section are added, and the food is 
sealed in a container and so processed 
by heat as to prevent spoilage. 

«b> The table referred to In paragraph 
<a> of this section is as follows: 


medium for canned asparagus. In the 
case of artichokes, a vinegar or any safe 
and suitable organic acid, which either 
is not a food additive as defined in sec¬ 
tion 201 ‘Si of the Federal Food. Drug, 
and Cosmetic Act. or if it is a food addi¬ 
tive as so defined, is used in conformity 
with regulations established pursuant to 
section 409 of the act. is added in such 
quantity as to reduce the pH of the fin¬ 
ished canned vegetable to 4.5 or below. 
The following optional ingredients, in 


the case of the vegetables specified, may 
be added: 

(1) An edible vegetable oil. in the 
cases of artichokes And pimientos. 

<2> Snaps, in the cases of shelled 
beans, black-eyed peas, and field pens. 

(3) In the case of all vegetables 
(except canned mushrooms and except 
canned mashed sweetpotatoes as regards 
the seasonings Used in paragraph <c> <3> 
(iii> of this section) one or more of 
the foUowing optional seasoning In¬ 
gredients may be added in a quantity 
sufficient to season the food. 

(I) Refined sugar (sucroseI. 

Ui> Refined com sugar <dextrose). 

<ill» Com sirup, glucose sirup. 

Ov> Dried com sirup, dried glucose 
sirup. 

(v> Spice. 

(vi) A vinegar. 

Cvii) Green peppers or red peppers 
which may be dried. 

( viU) Mint leaves. 

(ix> Onions, which may be dried 
(x) Oarlic, which may be dried. 

<xi> Horseradish. 

Ixli) Lemon Juice or concentrated 
lemon juice. 

(xiU> Butter or margarine in n quan¬ 
tity not less than 3 percent by weight 
of the finished food. When butter or mar¬ 
garine is added, safe and suitable emul¬ 
sifiers or stabilizers, or both, may be 
added. When butter or margarine is 
added, no Rpice or flavoring simulating 
the color or flavor imparted by butter 
or margarine is used. 

(4) In the case of all vegetables, the 
following optional ingredients may be 
added: 

<1> Salt. 

<il> Monosodium glutamate. 

UU» Disodium inornate complying 
with the provisions of 1 172.535 of this 
chapter. 

*ivi Disodium guanylate complying 
with the provisions of 1 172 530 of this 
chapter 

<v> Hydrolyzed vegetable protein. 

(vi) Autolyzed yeast extract. 

(5i In the case of all vegetables except 
canned mushrooms, flavoring < except 
artificial) may be added. 

<6>U) In the case of potatoes, puri¬ 
fied calcium chloride, cftlcium sulfate, 
calcium citrate, monocalcium phosphate, 
or any mixture of two or more such cal¬ 
cium salts. In a quantity reasonably nec¬ 
essary to firm the potatoes, but in no 
case in a quantity such that the calcium 
contained in any such salt or mixture is 
more than 0.1 perceut of the weight of 
the finished food. 

* iU In the case of green sweet peppers, 
red sweet peppers, or lima beam, purified 
calcium chloride, calcium sulfate, calci¬ 
um citrate, monocalcium phosphate, or 
any mixture of two or more such calcium 
salts, in a quantity reasonably necessary 
to firm the peppers or lima beans, but 
In no case In a quantity such that the 
calcium contained In such calcium salt 
or mixture is more than 0.026 percent of 
the weight of the finished food. 

(lii) In the case of canned bean 
sprouts, calcium lactate may be added in 
an amount reasonably necessary to im- 


Nmr <•( vnonytn <4 canned 

vegetable 


Source 


III 

MptloitaJ (orm* of vegetable ingredient 


ArtirbokW.. 


R#%tt tCMOtlt* 
WhHbd ti 


UaMi berm* or Imtter bran* 

fk-eu.... 

flrrl 


Flow** hud* of the plant 

. Fdtbl# part ton* of -jnoura of U>«< 
plant, 00 follow* 

3 and in or mor* of upper end . 

3 and ** In or m<r»M parted tinp*< mid . 
Not tea# than 2 mnl * (In hat W than 
3 and 9« In of u|»p*r end 
I.'-** than 9 and 1 »la of upfirr end 

Kproulimt In pifoa_ _ _ 

Sprout* Own whirl* lb« Up ha* boon 
removed, ctll In piece*. 

Sprouts of lb# Mui>« boon 

Heed shelled from green or tu bran pod*, 
with or without miiujm (piece* of iiamo- 
tttro unsbetlcd pod*’ 

Heed ilieUrd from thr id the Unto 

boot* tihuit. 
t of tin* 


Wludo; half or halve* or halved, whole 
heart*; halved heart*. iituuiKol 
heart*. 


Hoot t 


t Port plant 


DroccoH__ 

HrusMs rfvoat*. 

Crtbbag#.. 


CfirroU_ 

( unU/l<»wrr 


Cvkry__ 

Col ford*. 

Pstfidnlioa ircrm. 

Kale_-_ 

Mmlir 


Mustard from*.. 

Okm.. ... 

Onion# 
runup* . 


Ilhuk-ey# i*vi* or black'eyrd 

l-m*. 


Leave*, ur leave* unit itnuta'iirr root, of 

til# l«##t plant. 

Hoad* of lii# broccoli (danl 
Snrout* (JC Um* brtiftwl* »pruut» plant 
Out plrm <4 t!i# briwlN of the c*d*l*a*r*» 
pi m i 

Hoot of tl»# canoe piunt 
Cat piece* of thr head of III# mull dower 
plant. 

St*lk<of th*»crierjr plant ... 

Lcavm of iho cnUnrd plant. 

I-ravm of tli# dmdollon plant. 

Leave* of U«# k*l* plant_ 

Cap ami «t*ra of thr mushroom 

Leave# of the mtutard plan’ 

Port# of tlie okra plant 
Hnlb uf the chi loo plant.. 
ftoof of the t»ararilp pUui. 


r>i.i two* 


tht#i. twrrt pepper*. 

Hr*! .weet pepper*. 

• imimUNor pltueotaa. 

ft* atom .. 


Ku’iiiiag^# 

saifcfr. _ 

•saiurh. 

>»rrtjr4*tnoi. 


Seed shelled from pal* of the Uiwk«iy« few 
plant, with or without snaps tptece* of 
(dj mature tinthelled pod*;. 

Seed shelled front pod* of the field (tea 
plan! (other than t»v® black 4>ye 
plant), with or without *fi«t« (|wn of 
tninmtitrr tmthvM pod*). 

fJrrea pod# of the *weet |m”P|mh plant. 

fled-ripe |«*h of the sweet prpfier plori 

Ked-rlpa peel* of Ui# ptiuteutn. pimento. 
p#pper plant. 

Tuber of the potato plant 

Hoot of tli# rutal* iC:i plant 

Hoot of it* «ahify plant... 

I.mve»<if Hi# sjitnarh plant. 

Tula* of the *w#rt •«(** plant 


Imimviw of lit# Kwts rherd |tl«nt 
Kni.uJiKc trutTlr . 

I Mn> ! 9' • 1-nave* of Utr turnip plan! 

. Hoot of tit# iwnlp pfcuiL. 


RiolkxK Mem*. 

I'wlel •teik» or |«wW tpeort. 

TI|ml 

Points. 

Cut Hulk* or rut »|M*r». 

Bottom rut# w rrmoved 


Whole. »Uc«w or ■Ik’od; qturtet* of 
qiurtrml; dire or diced; nit; oho#> 
rtrlnjt or Kmicb *tyl# or jtiHenne. 


l>o. 

Cut. lieortm. 


tiuttou#. whole, ilirra or lilf*#.-!. 

and atom*. 

w hole; mt. 

Do. 

Whob; quarter* or USWUlercd. aUce# or 
Uiml.cut. Umralnn* or Frntth etyl# 
or iullesme* 


Whole, hois#* or IioJvmI. «fk#dr 

diced, suit*, chopped. 

Do. 

Wliol# halve# ir halved, plertw, dtre 
or diced; *Wr.ea or alh > ed; chow**!. 
Whole. #llc## or *llc#4. die# nr dfoed: 

S »hoe*tiiri( or French ft)I# or 
i#; French fry rut. 
jtwrter* or quarlcrc*t. dire* or 
sliced die# or <hced. cut, 

W’tiole leaf, cut leaf or *Ur#d; chappnl. 
W’ImiIo. inuUwrd; piece* or cum or rut 
rloiHtitudinuJIy cut halve* may bo 
named on hd»1* a# halvtw or hatred 
rn Uru of I tier e* or cut* nr cut). 


Wtkofe. r,nailer* nr qiUMtereil. «Uc<w nr 
aliiwit diif or dh*tl, cut. 


such mixtures are used as a packing 
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RULES AND REGULATIONS 


prove crispness but not In an amount 
such that calcium contained therein ex¬ 
ceeds 0.051 percent of the weight of the 
finished food. 

(lv) In the case of carrots, purified 
calcium chloride, calcium sulfate, calci¬ 
um citrate, monocalcium phosphate, or 
any mixture of two or more such calcium 
salts, in a quantity reasonably necessary 
to firm the carrots, but in no case in a 
quantity such that the calcium contained 
in any such salt or mixture is more than 
0.036 percent by weight of the finished 
food. 

(7) In the case of canned mushrooms, 
ascorbic acid (vitamin C) may be added 
in a quantity not to exceed 37.5 milli¬ 
grams for each ounce of drained weight 
of mushrooms. 

(8) In the case of canned artichokes 
packed in glass containers, ascorbic acid 
may be added in a quantity not to ex¬ 
ceed 32 milligrams per 100 grams of the 
finished food. 

(9) In the case of canned asparagus 
packed in glass containers, stannous 
chloride may be added in a quantity not 
to exceed 15 parts per million calculated 
as tin (Sn). except that in the case of 
asparagus packed in glass containers 
with lids lined with an inert material the 
quantity of stannous chloride added may 
exceed 15 parts per million but not 20 
parts per million calculated as tin <8n>. 

(10) In the case of canned black-eyed 
peas, disodium EDTA may be added in a 
quantity not to exceed 145 parts per 
million. 

(11) In the case of potatoes, calcium 
disodium EDTA may be added in a quan¬ 
tity not to exceed 110 parte per million. 

(12) A vinegar or any safe and suit¬ 
able organic add, which either is not a 
food additive as defined in section 201 (s) 
of the Federal Food. Drug, and Cosmetic 
Act. or If it is a food additive as so de¬ 
fined. Is used in conformity with regula¬ 
tions established pursuant to section 409 
of the act. in the cases of all vegetables 
(except artichokes. In which the quantity 
of such optional Ingredient Is prescribed 
by the introductory text of paragraph <c) 
of this section, and except canned mush¬ 
rooms. in which no such ingredient is 
permitted), in a quantity which, together 
with the amount of any lemon Juice or 
concentrated lemon Juice that may be 
added, is not more than sufficient to 
permit eHective processing by heat with¬ 
out discoloration or other impairment of 
the article. x 

<d) The name of each canned vege¬ 
table for which a definition and stand¬ 
ard of identity is prescribed by this sec¬ 
tion is the name or any synonym thereof 
whereby such vegetable is designated in 
column I of the table in paragraph <b> 
of this section. 

<c> When two or more forms of the 
vegetable are specified in column III of 
the table in paragraph (b> of tills sec¬ 
tion. the label shall bear the specified 
word or words, or in case synonyms are 
so specified, one of such synonyms, show¬ 
ing the form of the vegetable ingredient 
present; except that in the case of 
canned spluach. if the whole leaf is the 
optional form used, the word ’’spinach" 


unmodified may be used In lieu of the 
words "whole leaf spinach". 

it) (1) If the optional ingredient spec¬ 
ified in paragraph (c)(1) of this section 
is present, the label shall bear the state¬ 
ment M __oil added" or "With 

added___oil", the blank being 

filled In with the common or usual name 
of the oil. 

(2) If asparagus Juice is used as a 
packing medium In canned asparagus, 
the label shall bear the statement 
"Packed In asparagus iulce". 

(3) If the optional ingredient specified 
in paragraph (c) (2) of this section is 
present, the label shall bear the state¬ 
ment "With snaps". 

(g) The name of the food shall In¬ 
clude a declaration of any flavoring that 
characterizes the product as specified to 
§ 101.122 of this chapter, and a declara¬ 
tion of any spice or seasoning that char¬ 
acterizes the product; for example, 
"with added spice", "seasoned with red 
peppers", "seasoned with butter". 
Wherever the name of the vegetable ap¬ 
pears on the label so conspicuously as to 
be easily seen under customary condi¬ 
tions of purchase, the words and state¬ 
ments specified in paragropli* (e) and 
(f) (1) through (3) of this section shall 
immediately and conspicuously precede 
or follow such name, without Intervening 
written, printed, or graphic matter, ex¬ 
cept that the varietal name of the vege¬ 
table may so intervene. 

(h) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. 

§ 153.201 Cunnrd inn *li room*. 

(a) Identity. The standard of identity 
for canned mushrooms Is part of the 
standard of Identity for certain other 
canned vegetables under 8 155.200. 

<b) (Reserved! 


less than 62 percent of the water ca¬ 
pacity of the container, if such water 
capacity is 25 ounces avoirdupois or 
more. 

(3) Water capacity of containers is 
determined by the general method pro¬ 
vided to S 130.12 of this chapter. 

(4) Drained weight U determined by 
the following method: Tilt the opened 
container so as to distribute the con¬ 
tents evenly over the meshes of u cir¬ 
cular sieve which has been previously 
weighed. The diameter of the sieve is 
8 Inches If the quantity of contents of 
the container is less than 3 pounds, and 
12 todies if such quantity is 3 pounds or 
more. The bottom of the sieve Ls woven- 
wire cloth which complies with the spec¬ 
ifications for such cloth set forth under 
"2380 Micron (No. 8)" in table I of 
"Standard Specifications for Sieves," 
published March 1. 1940, in L.C. 584 of 
the U.S. Department of Commerce 
National Bureau of Standards. Without 
shifting the material on the sieve, so In¬ 
cline the sieve as to facilitate drainage, 
Two minutes after drainage begin., 
weigh the sieve and drained mushroom 
The weight so found, less the weight of 
the sieve, shall be considered to be the 
weight of drained mushrooms. 

(5) If canned mushrooms fall below 
the applicable standard of fill of con¬ 
tainer prescribed to paragraph (c)(1) or 
(2) of this section, the label shall bear 
the general statement of substandard 
fin specified in 6 130.14(b) of this chap¬ 
ter. In the manner and form therein 
specified. 


PART 156 — VEGETABLE JUICES 
Subpart A—(Reservedl 

Subpart 0 —R«julrtm»nt* for Specific 
Standardized Vegetable Joke* 

Sec. 

166.145 Tomato juice. 

166.147 Yellow tomato Juice. 


(c> Fill of container. The standard of 
fill of container for canned mushrooms 
is a fill such that: 

(1) The weight of drained mushrooms 
in a container the dimensions of which 
are specified to the following table is not 
less than the weight of drained mush¬ 
rooms prescribed In such table for such 
container: 


Troda drmttwUri»' 


302 x W4 . 

711 * 712.. 

WOsWO. 

887 t Hi,. 

899 i 700... 


OTPmll dimrriatona Wofrht la 
wmkd can (Inch#*) ourot of 

- - armload 

]>jomrtrr uuwb* 


2«M. 

X 

3ft<a 


(atolrdo- 

pobO 


4 

AN 


7 

a 

4 

141 


(2) The drained weight of mushrooms 
in containers of a size not specified to 
paragraph (c) (I) of this section is not 
less than 56 percent of the waiter capacity 
of the container, if such water capacity 
Is less than 11.0 ounces avoirdupois; not 
less than 59 peroent of the water capac¬ 
ity of the container, if such water ca¬ 
pacity is Hi) ounce* or more but leas 
than 25 ounces avoirdupois: and not 


Arrritcmmr : See* 401. 701, 62 Stat 1046 m 
amended, 1055-1066 an amended (31 U.SC. 
341. 371). 


Subpart A —[Reserved] 

Subpart B—Requirements for Specific 
Standardized Vegetable Juices 

§ 156.145 Toinnlo juice. 

(a) Tomato Juice i* the unconcen- 
brated liquid extracted from mature to¬ 
matoes of red or reddish varieties, wi n 
wr without scalding followed by drain¬ 
ing. In the extraction of such liquid 
fieat may be applied by any *ncth<x: 
which does not add water thereto. Surn 
liquid is strained free from skins, seed*, 
and other coarse or hard substances, but 
carries finely divtted insoluble soUds 
from the flesh of the tomato. Such liquid 
may be homogenized, and may be sea¬ 
soned with salt. Such liquid may contain 
added ascorbic acid to a quantity juch 
that the total vitamin C to each fluid 
ounce of the finished food Is 10 mill.- 
grams as determined by the method pre 
scribed to sections 39.051-39.055 of the 
Official Methods of Analysis of the Asso¬ 
ciation of Official Analytical Chemist?, 
llth ed . 1970. pp. 777-778. under "VUS- 
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min C ’Ascorbic Acid) Official Pinal 
Action".* When sealed in a container, it 
te so processed by heat, before or after 
sealing, as to prevent spoilage. 

<b) Each of the optional Ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. Tomato Juice to 
which vitamin C has been added may 
bear on its label the statement “En¬ 
riched with Vitamin C" in accordance 
with 5 104.5 of this chapter or “with 
added vitamin C" or a similar statement. 

ErrrcriYT Datt Note: At 39 FR 20884. June 
14. 1974. I 156 145 (rennerty 153.1) wwa re- 
At 39 FR 31898. Sept. 3. 1974. the ef¬ 
fective date was stayed pending a public 
hearing. For the convenience of the uw the 
currently effective •ectlou follows; 

§ 156.145 Tomato juice: identity. 

Tomato Juice to the uncon centra tod liquid 
f traded from mature tomatoes of red or 
rcddUh varieties, with or without maiding 
vi lowed by draining. In the ax traction of 
•>ucJi liquid, heat may be applied by any 
method which does not add water thereto. 
Such liquid U * trained free from skins, seed*, 
and other coarse or hard substances, but car¬ 
ries finely divided Insoluble solids from the 
flesh of the tomato. 8uch liquid may be 
homogentoed, and may be seasoned with 
salt. When sealed In a container it Is so proc¬ 
essed by heat, before or after sealing, aa to 
prevent apoUage. 

§ 156.117 Yellow tomato juice. 

Yellow tomato Juice is the unconcen¬ 
trated liquid extracted from mature to¬ 
matoes of yellow varieties. It conforms. 
In all other respects, to the definition 
and standard of identity for tomato 
Juice prescribed in ( 156.145. 


PART 158—FROZEN VEGETABLES 

Subpart A—General Provision* 

8cc. 

158 3 Definition* 

Subpart 0 —Requirement* for Specific 
Standardised Froren Vegetable* 

158.170 Frozen peas 

Atmioamr: Sect. 401. 701. 52 Stat 1046 a* 
amended, 1055-1066. a* amended (21 UjSC. 
341. 371). 

Subpart A—General Provisions 
§ 158.3 Definition*. 

For the purposes of this part the fol¬ 
lowing definitions shall apply: 

* a) Lot. A collection of primary con¬ 
tainers or units of the same size, type 
and sty le manufactured or packed under 
similar conditions and handled as a sin¬ 
gle unit of trade. 

( b> Lot size. The number of primary' 
containers or units (pounds when In 
bulk) in the lot. 

fc) Sample size. The total number of 
fcunple units drawm tor examination 
from a lot. 

<d) Sample unit. A container, a por¬ 
tion of the contents of a container, or a 
composite mixture of product from small 

1 Copies nuy be obtained from: Association 
Official Analytical ChemUta. PO. Box 640. 
Benjamin Franklin Station. Washington. D.C. 


containers that U sufficient for the ex¬ 
amination or testing as a single unit. 

(e) Defective . Any sample unit shall be 
regarded as defective when the sample 
unit does not meet the criteria set forth 
in the standards. 

(f ) Acceptance number . The maximum 
number of defective sample units per¬ 
mitted In the sample In order to consider 
the lot as meeting the specified require¬ 
ments. The following acceptance num¬ 
bers shall apply: 

Lot «u* jpdmary tUi» cooiijwr 

container; 

Nat w#i*M rqual to or 1 «m 

than 1 bg (bJtb) 


4*no Of 1TM.. 

W 


44W to 24.01*.. 

§ 


34.001 to tfjftJO_._ 

29 

4 

48.001 to 84400___ 

48 

4 

M nr* to 114 000_ 

B 

9 

144.001 to 240/100___ 

lto 

13 

Om 240.000 ___ 

300 

19 


N«t wrictil ttmirr 
lk*(£si>>) 

than 


• 

< 

NuiaUr rjf i>cuQd»: 



2I\000 or mi . 

>!<*« than 'JO,000 to 

U 

3 

IQOJHH). ,, - -, - .. 

More Umui 100,000 to 

31 

3 

200,000 

Morn tiian .00/100 to 

39 

4 

Mor* u^kqoooto ~~ 

m 

• 

MO 000 

Mer* thin 000,000 to 

H 

• 

1.000000 

Mor* tram 1,000000. 

129 

13 

19 


•-tmnrtirr of »ampV trait*. 

(•ftrvfpu]w« mun!*c. 

<g) Acceptable quality level (AQL ). 
The maximum percent of defective sam¬ 
ple units permitted In a lot that will be 
accepted approximately 95 percent of the 
time. 

Subpart B—Requirements for Specific 
Standardized Frozen Vegetables 

§ 158.170 Froirn pra*. 

<a> Identity —< 1) Product definition 
Frozen peas is the food in “package" 
form as that term Is defined in i 1.1 <b) 
of this chapter, prepared from the suc¬ 
culent seed of the pea plant of the species 
Pisum sativum L. Any suitable variety of 
pea may be used. It is blanched, drained, 
and preserved by freezing in such a way 
that the range of temperature of maxi¬ 
mum crystallization is passed quickly. 
The freezing process shall not be re¬ 
garded as complete until the product 
temperature has reached —18’ C (0* F) 
or lower at the thermal center, after 
thermal stabilization. Such food may 
contain one. or any combination of two 
or more, of the fallowing safe and suit¬ 
able optional ingredients: 

<!> Natural and artificial flavors. 

<il> Condiments such as spices and 
mint leaves. 

(ill) Dry nutritive carbohydrate sweet¬ 
eners. a 

< lv > Salt. 

(V) Monosodium glutamate and other 
glutamic acid salts. 

(2) Size specifications . It size graded, 
frozen peas shall contain not less than 80 
percent by weight of peas of the size de¬ 


clared or of smaller sizes. The sample 
unit may not contain more than 20 per¬ 
cent by weight of peas of the next two 
larger sizes, of which not more than one 
quarter by weight of such peas may be 
of the larger of these two sizes, and may 
contain no peas larger than the next two 
larger 6izes. if such there be. The follow¬ 
ing sizes and destinations shall apply: 


R'H&mI hvir Ikv* »*M> 

which will fWM 

XitUmiOr i hMk 

&£» dKlEiiAliutv 

turn mail. r>1o7 i __ o yv, 

Very am*)1. I ploU ^_ .X) 

ItoilL... UPtoNJA.-.—. ..14 

\Us1*n T'|i U> MU.. .40 

Larr- OmUU _ .10 


<3) Labeling. The name of the product 
Is “peas". The term “early", “June", or 
“early June" shall precede or follow the 
name in the case of smooth-skin or sub¬ 
stantially smooth-skin peas, such as 
Alaska-type peas. Where the peas are 
of sweet green wrinkled varieties, the 
name may include the designation 
“sweet", “green", “w rink led", or any com¬ 
bination thereof. The label shall contain 
the words "frozen" or "quick frozen \ 
The name of the food shall include a 
declaration of any flavoring that char¬ 
acterizes the product as specified in 
i 101.22 of thLs chapter and a declaration 
of any condiment such os spices and mint 
leaves that characterizes the product, 
eg., “8pice added". Where a statement 
of pea size is made, such statement shall 
indicate either the size designation as 
specified in paragraph <a) <2> of this sec¬ 
tion or the applicable sieve size. However, 
the opUonal descriptive words "petite" 
or “tiny" may be used in conjunction 
with the product name when an average 
of 80 percent or more of the peas will pass 
through a circular opening of a diameter 
of 8.75 mm <0.34 in) or less for sweet 
green wrinkled peas and 8.2 mm <0.32 
ip) for smooth-skin or substantially 
smooth-skin peas, such as Alaska-type 
peas. 

(4) Ingredient statement . The name of 
each of the ingredients used shall be de¬ 
clared on the label as required by the ap¬ 
plicable sections of Part 101 of this 
chapter. 

<b> Quality —*1) The standard of 
quality for frozen peas is as follows: 

<i> Not more than 4 percent by weight 
blond peas, Lc.. yellow or white but edi¬ 
ble peas; 

(ii) Not more than 10 percent by 
weight blemished peas. ie.. slightly 
stained or spotted peas: 

fili> Not more than 2 percent by weight 
seriously blemished peas, i.e., peas that 
are hard, shrivelled, spotted, discolored 
or otherwise blemished to an extent that 
the appearance or eating quality is seri¬ 
ously affected; 

riv) Not more than 15 percent by 
weight pea fragments, ie.. portions of 
peas, separated or individual cotyledons, 
crushed, partial or broken cotyledons 
and loose skins, but excluding entire 
intact peas with skins detached; 

<v) Not more than 0.5 percent by 
weight, or more than 12 sq cm <2 8Q in) 
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In area, extraneous vegetable material, 
Le,« vine or leaf or pod material from 
the pea plant or other such material per 
sample unit as defined in paragraph (b> 
of this section. 

(vi) The sum of the pea material de¬ 
scribed in paragraph (b)(1) (1). (ID, 
Oil) and <iv) of this section shall not 
exceed 15 percent. 

(vil) For peas that meet the organolep¬ 
tic and analytical characteristics of 
sweet green wrinkled varieties: 

(a) The alcohol-insoluble solids may 
not be more than 10 percent based on 
the procedure set forth in paragraph <b> 

(3) of this section. 

(b) Not more than 15 percent by 
count of the peas may sink in a solution 
containing 16 percent salt by weight ac¬ 
cording to the brine flotation test set 
forth in paragraph (b) (4) of this section: 

(vlli) For smooth-skin or substantially 
smooth-skin varieties the alcohol insolu¬ 
ble solids may not be more than 23 per¬ 
cent based on the procedure set forth in 
paragraph (b> (3) of this section. 

<ix) The quality of a lot shall be con¬ 
sidered acceptable when the number of 
defectives does not exceed the accept¬ 
ance number in the sampling plans set 
forth in | 153.3(f). 

(2) The sample unit for determining 
compliance with the requirements of 
paragraph (b)(1) of this section other 
than those of paragraphs (b) (1) (vii) (a) 
and cb» (1) <viii> of this section, shall be 
500 g (17.6 oz). For the determination of 
alcohol-insoluble solids as specified in 
paragraph (b)(3> of tills section, the 
container may be the sample unit. 

<3> Alcohol-insoluble solids determi¬ 
nation. 

(O Extracting solutions: 

<a> One hundred parts of ethanol de¬ 
natured with five parts of methanol vol¬ 
ume to volume (formula 3A denatured 
alcohol*, or 

(b> A mixture of 95 parts of formula 
3A denatured alcohol and five parts of 
isopropanol v/v. 

<il) Eighty percent alcohol <8 liters of 
extracting solutions, specified in para¬ 
graph <b)(3)(i) <*) or (b> of this sec¬ 
tion. diluted to 0.5 liters with w r ater» 

(ill) Drying dish—a flat-bottom dish 
with a tight fitting cover. 

<lv* Drying oven—a properly venti¬ 
lated oven thermostatically controlled at 
100±2" C, 

(v* Procedure—Transfer frozen con¬ 
tents oi package to plastic bag; tie bag 
securely and immerse in water bath with 
continuous flow’ at room temperature. 
Avoid agitation of bag during thawing 
by using clamps or weights. When sample 
completely thaws, remove bag, blot off 
adhering water, and transfer peas to U.5. 
No. 8 sieve, using (20 cm.) size for con¬ 
tainer of less than 3 lb. net weight and 
(30.5 cm.) for larger quantities. Without 
shifting peas, incline sieve to aid drain¬ 
age, drain 2 minutes. With cloth wrlpe 
surplus water frpm lower screen surface. 
Weigh 250 g. of peas into high-speed 
blender, add 250 g. of water and blend 
to smooth paste. For less than 250 g. 
sample, use entire sample with equal 
weight of water. Weight 20 g. :fcl0 mg. of 
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the paste into 250 ml. distillation flask, 
add 120 ml. of extracting solutions speci¬ 
fied in paragraph (b)(3)(l) (a) or (b) 
of this section, and reflux 30 minutes on 
steam or water bath or hotplate. Fit Into 
a buchner funnel a filter paper of appro¬ 
priate shoe (previously prepared by dry¬ 
ing in flatbottom dish for 2 hours in 
drying oven, covering, cooling in desic¬ 
cator, and weighing). Apply vacuum to 
buchner funnel and transfer contents of 
beaker so as to avoid running over edge 
of paper. Aspirate to dryness and wash 
material on filter with 80 percent alcohol 
until washings are clear and colorless. 
Transfer paper and alcohol-insoluble 
solids to drying dish used to prepare 
paper, dry uncovered for 2 hours in dry¬ 
ing oven, cover, cool in desiccator, and 
weigh at once. From this weight deduct 
weight of dish, cover, and paper. Cal¬ 
culate percent by weight of alcohol- 
insoluble solids. 

(4) Brine flotation test, (i) Explana¬ 
tion—The brine flotation test utilizes 
salt solution* of various specific gravities 
to separate the peas according to matur¬ 
ity. The brine solutions are based on the 
percentage by weight of pure salt (NaCl) 
in solution at 20“ C. In making the test 
the brine solutions arc standardized to 
the proper specific gravity equivalent to 
the specified “percent of salt solutions 
at 20“ C” by using a salometer spindle 
accurately calibrated at 20* C. A 250 ml. 
glass beaker or similar receptacle is filled 
with the brine solution to a depth of ap¬ 
proximately 50 mm. Tlie brine solution 
and sample (100 peas per container* 
must be at the same temperature and 
should closely approximate 20" C. 

(il» Procedure—After carefully remov¬ 
ing the skins from the peas, place the 
peas into the solution. Pieces of peas and 
loose skins should not be used in making 
the brine flotation test. IX cotyledons 
divide, use both cotyledons in the test 
and consider the two separated cotyle¬ 
dons as 1 pea: and, if an odd cotyledon 
sinks, consider it as one pea. Only peas 
that sink to the bottom of the receptacle 
within 10 seconds after immersion are 
counted as “peas that sink**. 

(5) If the quality of the frozen peas 
falls below the standard prescribed in 
paragraph (b>(l> of this section, the 
label shall bear the general statement of 
substandard quality specified in the Code 
of Federal Regulations but In lieu of the 
words prescribed in the second line of 
the rectangle the following words may be 
used where the frozen peas fail below the 
standard In only one respect: “Below 

standard in quality_ H , the blank 

to be filled In with the specific reason for 
substandard quality as listed in the 
standard. 


PART 160—EGGS AND EGG PRODUCTS 

Subpart A—| Reserved ] 

Subpart B—Raquiram+nt* for Specific Egg* and 
Egg Product* 

8ec. 

160 100 Egga 
160.105 Dried egg* 

160.110 Frozen egg*. 

160.116 Liquid eggs. 

160.140 Egg whites. 

160.148 Dried egg whites. 


Sec. 

160.150 Frozen egg whites. 

160.180 Egg yolk*. 

160.185 Dried egg yolks. 

160.100 Frozen egg yolks. 

Authority: Sees. 401, 701, 52 Stilt 1046. *a 
amended. 1055-1056. a* amended (21 Ufl.c 
841, 371) unless otherwise noted. 

Subpart A—[Reserved] 

Subpart B—Requirements for Specific 
Standardized Eggs and Egg Products 

§ 160.100 

No regulation shall bo promulgated 
fixing and establishing a reasonable defi¬ 
nition and standard of identity for the 
food commonly known as eggs. 

§ 160.105 l*rinl rjm*. 

(ft) Dried eggs, dried whole eggs are 
prepared by drying liquid eggs that con¬ 
form to f 160.115. with such precaution 
that the finished food is free of viable 
Salmonella microorganisms. They may 
be powdered. Before drying, the glucose 
content of the liquid eggs may be reduced 
by one of the optional procedures set 
forth in paragraph (b) of this section. 
Either silicon dioxide comply’ing with the 
provisions of I 172.480 of this chapter 
or sodium sllicoaluminale may be added 
as an optional anticaking ingredient, but 
the amount of silicon dioxide used is not 
more than 1 percent and the amount of 
sodium silicoalumlnate used is less than 
2 percent by weight of the finished food. 
The finished food shall contain not less 
than 95 percent by weight total egg 
solids. 

(b» The optional glucose-removirg 
procedures arc:* 

(1) Enzyme procedure . A glucose- 

oxidase-catalase preparation and hydro¬ 
gen peroxide solution are added to the 
liquid eggs. The quantity used and the 
time of reaction are sufficient to substan¬ 
tially reduce the glucose content of the 
liquid eggs. The glucoce-oxidase-cata¬ 
lase preparation used is one that is gen¬ 
erally recognized as safe within the 
meaning of section 201 (8) of the Fed¬ 
eral Food. Drug, and Cosmetic Act. The 
hydrogen peroxide solution used shall 
comply with the specifications of the 
United States Pharmacopeia, except that 
it may exceed the concentration specified 
therein and it does not contain a 
preservative. ♦ 

(2) Yeast procedure. The pH of the 
liquid eggs is adjusted to the range of 
6.0 to 7.0, if necessary, by the addition 
of dilute, chemically pure hydrochloric 
acid, and controlled fermentation is 
maintained by adding food-grade baker's 
yeast < Saccharomyces cerevisiae) . The 
quantity of yeast used and the time of 
reaction are sufficient to substantially 
reduce the glucose content of the liquid 
eggs. 

(c) The name of the food for which a 
definition and standard of identity is 
prescribed by this section is “Dried egg*” 
or “Dried W’hole eggs" and if the glucose 
content was reduced, as provided In par¬ 
agraph (b> of this section, the name 
shall be followed immediately by the 
statement “Glucose removed for stabil¬ 
ity'* or “Stabilized, glucose removed”. 
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id> (1> When either of the optional 
anticaking ingredients specified in para¬ 
graph 'a> of this section is used, the 
label shall bear the statement “Not more 
than 1 percent silicon dioxide added ns 
an anticaking agent" or "Less than 2 
percent sodium slliconluminate added as 
an anticaking agent".’ whichever is 
applicable. 

• 2) The name of any optional ingre¬ 
dient used, as provided in paragraph <d> 

< 1) of this section, shall be listed on the 
principal display panel or panels of the 
label with such prominence and con- 
'‘-picuousness as to render such statement 
likely to be read and understood by the 
ordinary Individual under customary 
conditions of purchase. 

§ 160.110 Frozen r^n, 

»•) Frozen eggs, frozen whole eggs, 
frozen mixed eggs is the food prepared by 
freezing liquid eggs that conform to 
I 160.115. with such precautions that the 
finished food is free of viable Salmonella 
microorganisms. 

<b> Monosodium phosphate or mono- 
potassium phosphate may be added 
either directly or in a water carrier, but 
the amount added does not exceed 0.5 
percent of the weight of the frozen eggs. 
If a water carrier is used, it shall contain 
not less than 50 percent by weight of 
such monosodium phosphate or monopo- 
Lks&ium phosphate. 

ic) When one of the optional ingre¬ 
dients specified in paragraph <b) of this 
section is used, the label shall bear the 
statement "Monosodium phosphate tor 
rnonopotassium phosphate) added to 
preserve color", or. in case the optional 
ingredient used Is added in a water car¬ 
rier. the statement shall be "’Monoso- 
tlium phosphate (or monopotassium 

phosphatei. with.percent water 

its a carrier, added to preserve color", 
the blank being filled in to show the per¬ 
cent by weight of water used in propor¬ 
tion to the weight of the finished food. 
The statement declaring the optional in¬ 
gredient used shall appear on the princi¬ 
pal display panel or panels with such 
prominence and con&picuou&ness as to 
render it likely to be read and under¬ 
stood under customary conditions of 
Purchase. 

§ 160.113 liquid rgg«. 

Liquid eggs, mixed eggs, liquid whole 
eggs, mixed whole eggs ore eggs of the 
domestic hen broken from the shells and 
with yolks and whites in their natural 
proportion as so broken. They may be 
mixed, or mixed and strained, and they 
are pasteurized or otherwise treated to 
destroy all viable Salmonella microor- 
k an isms. Pasteurization or such other 
treatment is deemed to permit the add¬ 
ing of safe and suitable substances (other 
than chemical preservatives) that are 
essential to the method of pasteuriza¬ 
tion or other treatment used. For the 
purposes of this paragraph, safe and 
suitable substances are those that per¬ 
form a useful function in the pasteuriza¬ 
tion or other treatment to render the 
liquid eggs free of viable Salmonella mi¬ 
croorganisms. and that are not food ad- 
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dltivcs as defined in section 20Hs) of the 
Federal Food. Drug, and Cosmetic Act; 
or. if they are food additives, they are 
used in conformity with regulations es¬ 
tablished pursuant to section 400 of the 
act. 

§ 160440 Egg fellilr*. 

<a) Egg whites, liquid egg whites, liq¬ 
uid egg albumen is the food obtained 
from eggs of the domestic hen. broken 
from the shells and separated from 
yolks. The food may be mixed, or mixed 
and strained, and is pasteurized or other¬ 
wise treated to destroy all viable Sal - 
monella microorganisms. Pasteuriza¬ 
tion or such other treatment is deemed 
to permit the adding of safe and suitable 
substances (other than chemical preserv¬ 
atives* that are essentia] to the method 
of pasteurization or other treatment 
used. Safe and suitable substances that 
aid In protecting or restoring the whip¬ 
ping properties of liquid egg whites may 
be added. For the purposes of this para¬ 
graph. safe and suitable substances are 
those that perform a useful function as 
whipping aids or in the pasteurization 
or other treatment to render liquid egg 
whites free of viable Salmonella micro¬ 
organisms and that are not food addi¬ 
tives as defined in section 201 (&) of the 
Federal Food. Drug, and Cosmetic Act: 
or. if they are food additives, they arc 
used in conformity with regulations es¬ 
tablished pursuant to section 409 of the 
act. 

<b> Any optional ingredients used a& 
whipping aids, as provided for in para¬ 
graph (a t of this section, shall be named 
on the principal display panel or panels 
of labels with such prominence and con¬ 
spicuousness as to render such names 
likely to be read and understood by ordi¬ 
nary individuals under customary condi¬ 
tions of purchase. 

§ 160.1 13 Uriel rue fehite*. 

<a> The food dried egg whites, egg 
white solids, dried egg albumen, egg al¬ 
bumen solids is prepared by drying liq¬ 
uid egg whites conforming to the re¬ 
quirements of | 160.140 <or deviating 
from that section only by not being Sal - 
monella free). As a preliminary* step to 
drying, the glucose content of the liquid 
egg whites Is reduced by adjusting the 
pH. where necessary, with food-grade 
acid and by following one of the optional 
procedures set forth in paragraph <b) of 
this section. If the food is prepared 
from liquid egg whites conforming in all 
respects to the requirements of 4 160.140, 
drying shall be done with such precau¬ 
tions that the finished food is free of 
viable Salmonella microorganisms. If 
the food is prepared from liquid egg 
whites that are not Salmonella free, the 
dried product shall be so treated by heat 
or otherwise as to render the finished 
food free of viable Salmonella micro¬ 
organisms. Dried egg whites may be 
powdered. 

(b) The optional glucose-removing 
procedures are: 

(!) Enzyme procedure. A glucose- 
oxidase-catalase preparation and hy¬ 
drogen peroxide solution are added to 
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liquid egg whites. The Quantity used and 
the time of reaction are sufficient to sub¬ 
stantially reduce the glucose content. 
The glucose-oxidase-catalase prepara¬ 
tion used is one that is generally recog¬ 
nized as safe within the meaning of sec¬ 
tion 201 (s) of the Federal Food. Drug, 
and Cosmetic Act. The hydrogen perox¬ 
ide solution used shall comply with the 
specifications of the United 8 tales 
Pharmacopeia, except that it may* exceed 
the concentration specified therein and 
it does not contain a preservative. 

(2) Controlled fermentation proce- 
durcs —d) Yeast procedure. Food-grade 
baker’s yeast <Saccharomyces ccrevisiae) 
is added to the liquid egg whites and 
controlled fermentation is maintained. 
The quantity of yeast used and the time 
of reaction are sufficient to substantially 
reduce the glucose content 

(ii) Bacterial procedure . The liquid 
egg whites are subjected to the action of 
a culture of glucose-fermenting bacteria 
cither generally recognized as safe with¬ 
in the meaning of section 201 (s) of the 
Federal Food. Drug, and Cosmetic Act 
or the subject of a regulation established 
pursuant to section 409 of the act. and 
tlie culture is used in conformity with 
such regulation. The quantity of the 
culture used Is sufficient to predominate 
in the fermentation and the time and 
temperature of reaction are sufficient to 
substantially reduce the glucose content 

fc> When the dried egg whites arc 
prepared from liquid egg whites contain¬ 
ing any optional ingredients added os 
whipping aids, as provided for in 
t 160.140(a), the common names of such 
optional Ingredients shall be listed on 
the principal display panel or panels of 
the label w*ith such prominence and con- 
splcuou&noss as to render the names 
likely to be read and understood by ordi¬ 
nary individuals under customary con¬ 
ditions of purchase. 

§ I (>0.130 Froecn feliitr*. 

(a) Frozen egg whites, frozen egg al¬ 
bumen is the food prepared by freezing 
liquid egg whites that conform to } 160 - 
140. with such precautions that the fin¬ 
ished food is free of viable Salmonella 
microorganisms. 

(b> When frozen egs whites are pre¬ 
pared from liquid egg whites containing 
any optional ingredients added as whip¬ 
ping aids, as provided for in 8 160.140(a). 
the common names of such optional in¬ 
gredients shall be listed on the principal 
display panel or panels of the label with 
such prominence and conspicuousness as 
to render such names likely to be read 
and understood by ordinary individuals 
under customary* conditions of purchase. 

§ 160.180 K* k yolk-. 

Egg yolks, liquid egg yolks, yolks, liq¬ 
uid yolks are yolks of eggs of the domestic 
hen, so separated from the whites thereof 
as to contain not less than 43 percent 
total egg solids, as determined by the 
method prescribed in "Official Methods 
of Analysts of the Association of Official 
Agricultural Chemists," 10th edition. 
1965. p. 257. sections 16.002 and 16.003, 
under "Total Solids." They may be 
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mixed, or mixed and strained, and they 
are pasteurized or otherwise treated to 
destroy all viable Salmonella microorga¬ 
nisms. Pasteurization or such other 
treatment Is deemed to permit the add¬ 
ing of safe and suitable substances (other 
than chemical preservatives) that are 
essential to the method of pasteurization 
or other treatment used. For the pur¬ 
poses of this paragraph, safe and suitable 
substances are those that perform a use¬ 
ful function in the pasteurization or 
other treatment to render the egg yolks 
free of viable Salmonella microorga¬ 
nisms, and that are not food additives as 
defined in section 201 (s) of the Federal 
Food. Drug, and Cosmetic Act: or. if 
they are food additives, they are used in 
conformity with regulations established 
pursuant to section 409 of the act. 

g IMU«:» Orud < Milk*. 

•a> Dried egg yolks, dried yolks is 
the food prepared by drying egg yolks 
that conform to § 160.180, with such pre¬ 
cautions that the finished food is free 
of viable Salmonella microorganisms 
Before drying, the glucose content of the 
liquid egg yolks may be reduced by one 
of the optional procedures set forth in 
paragraph <b» of this section. Either sili¬ 
con dioxide complying with the provi¬ 
sions of 6 172.480 of this chapter or 
sodium siliconluminate may be added as 
an optional anticaking ingredient, but 
the amount of silicon dioxide used is not 
more than 1 percent and the amount of 
sodium sllicoaluminate used Is less than 
2 percent by weight of the finished food. 
The finished food shall contain not less 
than 95 percent by weight total egg 
solids. 

<b» The optional glucose-removing 
procedures arc: 

(1> Enzyme procedure. A glucose- 
ox idase-ca la lose preparation and hydro¬ 
gen peroxide solution are added to the 
liquid egg yolks. The quantity used and 
the time of reaction are sufficient to 
substantially reduce the glucose content 
of the liquid egg yolks. The glucosc- 
oxidase-catala.se preparation used is one 
that is generally recognized as safe 
within the meaning of section 201 (s> of 
the Federal Food. Drug, and Cosmetic 
Act. The hydrogen peroxide solution 
used shall comply with the specification 
of the United States Pharmacopeia, ex¬ 
cept that it may exceed the concentra¬ 
tion specified therein and it does not 
contain a preservative. 

<2) Yeast procedure. The pH of the 
liquid egg yolks is adjusted to the range 
of 6 0 to 7.0. If necessary, by thfe addition 
of dilute, chemically pure hydrochloric 
acid, and controlled fermentation Is 
maintained by adding food-grade baker’s 
yeast iSaccharomyccs ccrcvisiac). The 
quantity of yeast used and the time of 
reaction are sufficient to substantially 
reduce the glucose content of the liquid 
egg yolks. 

<c‘ The name of the food for which 
a definition and standard of identity is 
prescribed by this section is ‘'Dried egg 
yolks'*, or “Dried yolks**, and if the glu¬ 
cose content was reduced, as provided 
In paragraph (b) of this section, the 
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name shall be followed immediately by 
the statement “Glucose removed for 
stability” or “Stabilized, glucose re¬ 
moved*. 

<dMl> When either of the optional 
anticaking ingredients specified in para¬ 
graph »a> of this section Is used, the label 
shall bear the statement “Not more than 
1 percent silicon dioxide added as an 
anticaking agent” or “Less than 2 per¬ 
cent sodium sllicoaluminate added as an 
anticaking agent**, whichever is appli¬ 
cable. 

<2> The name of any optional in¬ 
gredient used, as provided in para¬ 
graph «d>n* of this section, shall 
be listed on the principal display panel 
or panels of the label with such promi¬ 
nence and conspicuousness as to render 
such statement likely to be read and 
understood by the ordinary Individual 
under customary conditions of purchase. 

§ 160.190 l ro/« n «k»c 

Frozen egg yolks, frozen yolks is the 
food prepared by freezing egg yolks that 
conform to 5 160.180, with such precau¬ 
tions that the finished food is free of 
viable Salmonella microorganisms. 

PART 161—FISH AND SHELLFISH 

Subpart A—Garvtral Provision* 

Sec 

lrtl.30 Declaration of quantity of contents 
on label* for canned oyaLera 

Subpart 8—Requirement* for Specific 
Standardized Fish and Shellfish 

161.130 Oysters. 

101.131 Extra large oysters 
161 132 Large oysters. 

161.133 ?»!edmm oysters 
161 134 Small oyatem. 

161.135 Very small oysters 
161 136 Olympia oysters. 

161 137 Large Pacific oyster*. 

161.138 Medium Pacific oysters 

161.139 Small Pacific oysters. 

161 140 Extra small Pacific oyster*. 

161.145 Canned oysters. 

161 170 Canned Pacific salmon 
161.173 Canned wet pack shrimp and canned 
dry pack shrimp in nontranspar¬ 
ent containers. 

161 175 Frozen raw breaded shrimp 
161.176 Frozen raw lightly breaded shrimp. 
161.190 Canned tuns 

AtrmoaiTY: Secs. 401, 701, 52 Stat. 1046 as 
amended. 1055-1056 as amended (21 XJ&.C. 
341. 371) unless otherwise noted. 

Subpart A—General Provisions 

§ 161.30 DrrUralion of quantity of con¬ 
tent* on label* for cm lined oysters. 

<a» For many years packers of canned 
oysters In the Gulf area of the United 
States have labeled their output with a 
declaration of the drained weight of ou¬ 
ters in the containers. Packers in other 
areas have marketed canned oysters 
with a declaration of the total weight 
of the contents of the container. In¬ 
vestigation reveals that under present- 
day practice consumers generally do 
not discard the liquid packing medium, 
but use it as a part of the food. Section 
403(e)(2) of the Federal Food. Drug, 
and Cosmetic Act and the regulations 
thereunder require food in package form 
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to bear an accurate label statement of 
the quantity of food in the container 

<b) It is concluded that compliance 
with the label declaration of quantity 
of contents requirement will be met by 
an accurate declaration of the total 
weight of the contents of the can. The 
requirements of 5 161.145(c), establish¬ 
ing a standard of fill of container for 
canned oysters and.specifying the state¬ 
ment of substandard fill for those canned 
oysters failing to meet that standard re¬ 
main unaffected by this interpretation. 

(S«c 403. 52 Sttt 1047, &• amended: 21 
U.&C 343i 

Subpart B—Requirements for Specific 
Standardized Fish and Shellfish 

§ 161.130 0%»t«*r%, 

• a> Oysters, raw oysters, shucked 
oysters, arc the class of foods each ol 
which is obtained by shucking shell 
oysters and preparing them In accord¬ 
ance with the procedure prescribed in 
paragraph <b> of tills section. The 
name of each such food is the name 
specified in the applicable definition 
and standard of identity prescribed in 
15 161.131 to 161.140, inclusive. 

<b> If water, or salt water containing 
less than 0.75 percent solt, is used in any 
vessel into which the oysters are shucked 
the combined volume of oysters and liq¬ 
uid when such oysters are emptied from 
such vessel Ls not less than four times the 
volume of such water or salt w-ater. Any 
liquid accumulated with the oysters* is 
removed. The oysters are washed, by 
blowing or otherwise. In water or salt 
water, or both. The total time that the 
oysters are in contact with water or salt 
water after leaving the shucker. Includ¬ 
ing the time of washing, rinsing, and any 
other contact with water or salt water is 
not more than 30 minutes In com¬ 
puting the time of contact with water or 
salt water, the length of time that oysters 
are in contact with water or salt water 
that is agitated by blowing or otherwise 
shall be calculated at twice its actual 
length. Any period of time that oysters 
are In contact with salt water containing 
not less than 0.75 percent salt before 
contact with oysters, shall not be in¬ 
cluded In computing the time that the 
oysters are In contact with water or salt 
water. Before packing into th© contain¬ 
ers for shipment or other delivery for 
consumption the oysters are thoroughly 
drained and are packed without any 
added substance. 

<c> For the purposes of this section 

(I> “Shell oysters” means Uve oysters 
of any of the species. Ostrea virginica. 
Ostrea gigas , Ostrea lurida, in the shell, 
which, after removal from their beds, 
have not been floated or otherwise held 
under conditions which result in the ad¬ 
dition of water. 

(2) “Thoroughly drained” means one 
of the following: 

(I) The oysters are drained on a 
strainer or skimmer which has an area 
of not less than 300 square inches per 
gallon of oysters, drained, and has per¬ 
forations of at least \\ of an inch in 
diameter and not more than IV* inches 
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apart, or perforation* ol equivalent area* 
and distribution. The oysters are dis¬ 
tributed evenly over the draining sur¬ 
ras© of the skimmer and drained for not 
1 css than 6 minutes; or 

(«) The oysters are drained by any 
method other than that prescribed by 
paragraph <c)(2)(i> of this section 
whereby liquid from the oysters Is re¬ 
moved so that when the oysters are test¬ 
ed within 15 minutes after packing by 
draining a representative gallon of oys¬ 
ters on a skimmer of the dimensions and 
In the manner described in paragraph 
<c)(2)<i) of this section for 2 minutes, 
not more than 5 percent of liquid by 
weight is removed by such draining. 

§161.131 Extra tar*c «>jr*trr*. 

Extra large oysters, oysters counts tor 
plants), extra large raw oysters, raw 
oysters counts (or plants), extra large 
Ahucked oysters, shucked oysters counts 
(or plants), are of the species Ostrea 
virginica and conform*to the definition 
and standard of identity prescribed for 
oysters by *161.130 and are of such size 
that 1 gallon contains not more than 160 
oysters and a quart of the smallest oys¬ 
ters selected therefrom contains not 
more than 44 oysters. 

§161.132 Urpr oy*tcr*. 

Large oysters, oysters extra selects, 
large raw oysters, raw oysters extra se¬ 
lects, large shucked oysters, shucked oys¬ 
ters extra selects, are of the species 
Ostrea virginica and conform to the def¬ 
inition and standard of identity pre¬ 
scribed for oysters by 5 161.130 and are of 
such size that 1 gallon contains more 
than 160 oysters but not more than 210 
oysters; a quart of the smallest oysters 
•elected therefrom contains not more 
than 58 oysters, and a quart of the larg¬ 
est oysters selected therefrom contains 
more than 36 oysters 

§161.133 Mrdiimi 

Medium oysters, oysters selects, me¬ 
dium raw oysters, raw oysters selects, 
medium shucked oysters, shucked oys¬ 
ters selects, are of the species Ostrea 
virginica and conform to the definition 
and standard of identity prescribed for 
oysters by I 161.130 and are of such size 
that 1 gallon contains more than 210 
oysters, but not more than 300 oysters; 
a quart of the smallest oysters selected 
therefrom contains not more than 83 
oysters, and a quart of the largest oysters 
selected therefrom contains more than 
46 oysters. 

§ 161.131 Sniiill oy*Y«*n». 

Small oysters, oysters standards, small 
raw oysters, raw oysters standards, small 
Hhuckad oysters, shucked oysters stand¬ 
ards, are of the specie* Ostrea virginica 
and conform to the definition and stand¬ 
ards of identity prescribed for oysters by 
1161.130 and are of such size that 1 gal¬ 
lon contains more than 300 oysters but 
not more than 500 oysters; u quart of the 
dullest oysters selected therefrom con¬ 
tains not more than 138 oysters and a 
quart of the largest oysters selected 
therefrom contains more than 68 oysters. 
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§ 161.135 Vrry mwll oyniei^. 

Very small oysters, very- small raw 
oysters, very small shucked oysters are 
of the species Ostrea virginiea and con¬ 
form to the definition and standard of 
Identity prescribed for oysters by § 181.- 
130 and arc of such size that 1 gallon 
contains more than 500 oysters, and a 
quart of the largest oysters selected 
therefrom contains more than 112 
oysters. 

§161.136 Olimpia i»y«lrr». 

Olympia oysters, raw Olympia oysters, 
shucked Olympia oysters, are of the 
species Ostrea lurida and conform to the 
definition and standard of identity pre¬ 
scribed tor oysters in i 161.130. 

§161.137 Largr Puri fir oyntcr*. 

Large Pacific oysters, large raw Pacific 
oysters, large shucked Pacific oysters, are 
of the species Ostrea gigas and conform 
to the definitions and standards of 
identity prescribed for oysters by $ 161.- 
130 and are of such size that 1 gallon 
contains not more than 64 oysters, and 
the largest oyster In the container Is not 
more than twice the weight of the small¬ 
est oyster therein. 

§ 161.138 Mrdium Parilir oyqm. 

Medium Pacific oysters, medium raw 
Pacific oysters, medium shucked Pacific 
oysters. are of the species Ostrea gigas 
and conform to the definition and 
standard of identity prescribed for oys¬ 
ters by § 161.130 and are of such size 
that 1 gallon contains more than 64 oys¬ 
ters and not more than 06 oysters, and 
Uie largest oyster in the container is not 
more than twice the weight of the small¬ 
est oyster therein. 

§ 161.139 Small Partite o*«tem. 

Small Pacific oysters, small raw Pacific 
oysters, small shucked Pacific oysters, 
are of the species Ostrea gigas and con¬ 
form to (he definition and standard of 
identity prescribed for oysters by I 161.- 
130 and are of such size that 1 gallon 
contains more than 96 oysters and not 
more than 144 oysters, and the largest 
oyster In the container is not more than 
twice the weight of the smallest oyster 
therein. 

§ 161.140 Extra •mall Pari lit 

Extra small Pacific oysters, extra small 
raw Pacific oysters, extra small shucked 
Pacific oysters, arc of the species Ostrea 
gigas and conform to the definition and 
standard of Identity prescribed for oys¬ 
ters by f 161.130 and are of such size that 
l gallon contains more than 144 oyaten, 
and the largest oyster in the container 
is not more than twice the weight of the 
smallest oyster therein. 

§161.145 4 juinrd t»>%l«*r*. 

<a> Identitv —<1> Canned oysters is 
the food prepared from one or any mix¬ 
ture of two or all of the forms of oysters 
specified in paragraph (a)(2) of this 
section, and a packing medium of water, 
or the watery liquid draining from oys¬ 
ters before or during processing, or a 
mixture of such liquid and water. The 
food may be seasoned with salt. It is 
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sealed in containers and so processed 
by heat as to prevent spoilage. 

(2) The forms of oysters referred to 
in poragraph (a)(1) of this section 
are prepared from oysters which have 
been removed from their shells and 
washed and which may be steamed while 
in the shell or steamed or blanched or 
both after removal therefrom, and art* 
as follows: 

(!) Whole oysters with such broken 
pieces of oysters as normally occur in 
removing oysters from their shells, wash¬ 
ing. and packing. 

(il) Pieces of oysters obtained by seg¬ 
regating pieces of oysters broken in 
shucking, washing, or packing whole 
oysters. 

(Ill) Cut oysters obtained by cutting 
whole oysters. 

43) (1) When the form of oysters 
specified in paragraph (a)<2)(i) of this 
section is used, the name of the food is 
“Oysters** or “Cove oysters*'. If of the 
species Ostrea virginica ; “Oysters" or 
“Pacific oysters", If of the species Ostrea 
gigas; "Oysters** or "Olympia oysters", if 
of the species Ostrea lurida. 

(il) When the form of oysters specified 
in paragraph (a) (2) (11) of this section is 
used, the name of the food is “Pieces of 

_the blank being filled in with 

the name '‘Oysters’* or “Cove oysters**, il 
of the species Ostrea virginica: "Oysters'* 
or "Pacific oysters", if of the species 
Ostrea gigas; "Oysters’’ or "Olympia 
oysters", If of the species Ostrea lurida. 

(ill) When the form of oysters speci¬ 
fied in paragraph (a) (2) (ill) of this sec¬ 
tion Is used, the name of the food is 

“Cut_". the blank being filled in with 

the name "Oysters'* or "Cove oysters", if 
of the species Ostrea virginica; “Oysters 
or “Pacific oysters", if of the species 
Ostrea gigas; "Oysters" or “Olympia 
oysters". If of the species Ostrea lurida. 

dv> In case a mixture of two or all 
such forms of oysters is used, the name 
l« a combination of the names specified 
in this paragraph (a)(3) of the forms 
ol oysters used, arranged in order of 
their predominance by weight 

4bi (Reserved] 

«c) Fill of container —(1) The stand¬ 
ard of fill of container for canned oysters 
is a fill such that the drained weight of 
oysters taken from each container is not 
less than 59 percent of the water capacity 
of the container. 

<2) Water capacity of containers P 
determined by the general method pro¬ 
vided in § 130.12(a) of this chapter. 

<3» Drained weight is determined 
by the following method: Keep the 
unopened canned oyster container at 
a temperature of not leas than 68 
or more than 95 4 Fahrenheit for at 
least 12 hours immediately preceding the 
determination. After opening, tilt the 
container so as to distribute its contents 
evenly over the meshes of a circular 
sieve which has been previously weighed 
The diameter of the sieve Is 8 inches if 
the quantity of the contents of Uie con¬ 
tainer Is less than 3 pounds, and 12 indie* 
if such quantity Is 3 pounds or more 
The bottom of the sieve is woven-wire 
cloth which complies with the specifica¬ 
tions for such cloth set forth under “2380 
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Micron (No. 8) /* in Tabic I of “Standard 
Specifications for Sieves/* published 
March 1.1940, in L. C. 584 of the United 
States Department of Commerce, Na¬ 
tional Bureau of Standards. Without 
shlf Una the material on the sieve, so in¬ 
cline the sieve as to facilitate drainage. 
Two minutes from the time drainage be¬ 
gins. weigh the sieve and the drained 
oysters. The weight so found, less the 
weight of the sieve, shall be considered 
to be the dratned weight of the oysters. 

<4> If canned oysters fall below the 
standard of fill of container prescribed 
in paragraph (a) of this section, the label 
shall bear the general statement of sub¬ 
standard fill specified in I 130.14(b) of 
this chapter In the manlier and form 
therein specified, followed by the state¬ 
ment. “A can of this size should con¬ 
tain . - . -. ofc. of oysters. This can con¬ 
tains only_oi5**, the blanks being 

filled in with the applicable figures. 


§ 11*1.170 ('juinrd Parifir »slmon. 

<a> Identity —CD Canned Pacific sal¬ 
mon is the food prepared from one of the 
species of fish enumerated in paragraph 
<a><2> of this section, prepared in one 
of the forms of pack specified in para¬ 
graph taM3> of this section, and to 
which may be added one or more of the 
optional Ingredients specified in para¬ 
graph (a)<4> of tills section. The food 
is packed In hermetically sealed contain¬ 
ers and so processed by heat as to prevent 
spoilage and soften bones. The food is 
labeled in accordance with paragraph 
<a><5) of tills section. 

(2»(D The species of fish which may 
be used in this food are: 


Onoorhynchui 

tthateptMiha.. 

Onrorhynch us nrrka - 

Oneorhynchui kUutch *— 


OncorhynchvM 

gorbu^cha. 

OncorhynchUM keta - 

Oncorhynchus mason - 


Chinook, king, 
spring. 

Blueback, red. 
•ockeye. 

Coho. Cohoe, me¬ 
dium red, 
•liver. 

Pink 

Chum, kriA 

Mason, cherry. 


<ii) For the purpose of paragraph (a) 
(5) (D of this section, the common or 
usual name or names of each species of 
fish enumerated In paragraph (a) (2X0 
of this section is (are) the name's) Im¬ 
mediately following the scientific name 
of each species. 

(3> The optional forms of canned Pa¬ 
cific salmon are processed from fish pre¬ 
pared by removing the head, gills, and 
tail, and the viscera, blood, fins, and 
damaged or discolored flesh to the great¬ 
est extent practicable in accordance with 
good manufacturing practice: and then 
washing. Canned Pacific salmon is pre¬ 
pared in one of the following forms of 
pack: 

• 11 ** Regular** consists of sections or 
steaks which are cut transversely from 
the fish and filled vertically into the can. 
In preparation, segments of skin or large 
backbone may be removed. The sections 
or steaks are so packed that the cut sur¬ 
faces approximately parallel the ends of 
tl*c container. A small portion of salmon 
may be added if necessary to complete 
the fill of the container. 


(U> “Skinless and backbone removed” 
consists of the regular form of canned 
salmon set forth in paragraph (a) (3) (1) 
of this section from which the skin and 
vertebrae have been removed in accord¬ 
ance with good manufacturing practices. 

• Ui) “Minced salmon” consists of sal¬ 
mon which has been minced or ground. 

«iv> ‘‘Salmon tips or tidbits” consists 
of small pieces of salmon. 

(V) “No salt added” consists of canned 
salmon to which no salt has been added. 

<4» One or more of the following op¬ 
tional ingredients may be added to the 
food: 

(i) Salt. 

(11) Edible salmon oil comparable in 
color, viscosity, and flavor to the oil 
which would occur naturally In the spe¬ 
cies of salmon canned. 

(5) (1) The name of the food is “sal¬ 
mon” together with the common or usual 
name or names of the species. At least 
one species name shall be printed in 
letters of the same style of type and not 
less in height than those used for the 
word “salmon”. 

<U> (fl) Whenever the form of pack is 
that described In poragrpah ta>(3>(il). 
(ill), or <iv) of this section, the word or 
words describing the form of pack shall 
immediately precede or follow the name 
of the food without intervening wTitten. 
printed, or graphic matter in the manner 
prescribed in $ 101.3<c) of this chapter: 
for example, “red salmon” as the name 
of the food followed by “skinless and 
backbone removed”. 

ib) Whenver the form of pack is that 
described in paragraph (a) (3><v) of this 
section and words describing the form of 
pack are declared on the label, the label 
shall also bear the statements required 
by 5 105.69 of this chapter. 

(ill) The name of each of the Ingredi¬ 
ents used shall be declared on the label 
ns required by the applicable sections of 
Part 101 of this chapter. 

• b) [Reserved! 

(c) FtU of container—(l) The stand¬ 
ard of fill of container for canned salm¬ 
on is a fill including all the contents 
of the container and is not less than the 
minimum net weight specified for the 
corresponding can size in the following 


table: 

n. Minimum 

L Can fiizc net weight 

603x405 ... 1 814 kg (04 or ). 

301x411_ 454 g (16 Of.) . 

301x408 - 439 g <1SV* 07 ). 

401X311 _ 435 g (I5V* 07). 

007x406x108 .. 439 g (15 1 * 07). 

801x306...— 340 g ( 12 OX) 

307x200.25 _ 230 g (7^ 07 ). 

513x307x103 - 220g (7*4 or.) 

307X113 __— 101 g (6*4 O*). 

301x106 ...... 100 g (3% ox). 

407x213x016 .. 10«g (3S 07)* 


If the can size in question is not listed, 
calculate the value for Column II as fol¬ 
lows: From the list, select as the com¬ 
parable can stxe, that one having the 
nearest water capacity of the can size in 
question, multiply the net weight listed 
in Column II by the water capacity of 
the can size in question, and divide by 
the water capacity of the comparable 
can size. Water capacities arc deter¬ 


mined by the general method provided 
in i 130.12(a) of this chapter. 

(2) Sumpling and acceptance proce¬ 
dure: The sample size of the sample 
representing the lot will be selected In 
accordance with the sampling plan 
.shown in paragraph (c)(2)(H) of this 
section. A lot is to be considered accept¬ 
able when the average net weight of all 
the .sample units is not less than the 
minimum net weight stated in para¬ 
graph (0(1) of this section for the cor¬ 
responding can size. 

<i> Definitions of terms to be used m 
the sampling plans in paragraph (c)<2’ 
<U» of this section are os follows: 

to) Lot. A collection of primary con¬ 
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a sin¬ 
gle unit of trade. 

(b) Lot size. The number of primary 
containers or units in the lot. 

(c) Sample size <fu. The total num¬ 
ber of sample units drawn for examina¬ 
tion from a lot. 

td> Sample unit . A container, the en¬ 
tire contents of a container, a portion of 
the contents of a container, or a com¬ 
posite mixture of product from small 
containers that Is sufficient for exami¬ 
nation or teet tng os a single unit. 

(11) Sampling plans: 


Lot slxe (primary Size of 

containers): rontatner' (n) 

4.800 or less...—... 13 

4.801 to 24.000_— 21 

24.001 to 48,000- 25 

48.001 to 84.000._ 48 

84,001 U> 144.000_ 84 


144.001 to 240,000_ 13fl 

Over 240,000__... 200 

‘ Net weight equal to or I«w than I kg. 
(22 lb). 


Lot sire (primary Ftse of 

containers): container ' (*> 

2.400 or lAfis.—. — I# 

2.401 to 16,000- 21 

16,001 to 24.000- 29 

24.001 to 42.000_ 48 

42,001 to 72.000.__.. 84 

72.001 to 120,000- 136 

Over 120,000_ 200 


*n-number of primary containers In sam¬ 
ple. 

1 Net weight greater than 1 kg (22 Ibi but 
not more than 4 5 kgs (10 lb). 

(3) If canned salmon falls below the 
standard of fill of container prescribed 
In paragraph (c)(1) of this section, the 
label shall bear the general statement of 
substandard fill specified In I 130.14(b) 
of this chapter, In the manner and form 
therein specified. 

§ 161.173 Canned wH park dirimp «*«*! 
fanned dry pack »hrimp in nonlraii*- 
p.tn nl contain**!--. 

(a>-(b) I Reserved 1 

(c> Fill of container—<\) The stand¬ 
ard of fill of nontransparent containers 
for canned wet pack shrimp is a fill such 
that the cut-out weight of shrimp taken 
from each can is not less than 64 percent 
of the water capacity of the container, 
and, for canned dry pack shrimp (except 
that packed in the nontransparent cylin¬ 
drical container which Is 2 n i« inches in 
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diameter and 4 Inches in height), is a fill 
such that the cut-out weight of shrimp 
taken from each can Is not less than 60 
percent of the water capacity of the con¬ 
tainer. The standard or fill for canned 
dry pack shrimp packed in the nontrans¬ 
parent cylindrical container which Is 
2 l Vi« inches in diameter and 4 inches in 
height is a cut-out weight of not less 
than 6 Me avoirdupois ounces of shrimp 
for each container. Water capacity of 
containers is determined by the general 
method provided in $ 230.12(a) of this 
chapter. Cut-out weight is determined 
by the following method: Keep the 
unopened canned shrimp container 
at a temperature of not less than 
68" nor more than 95* P for at least 
12 hours immediately preceding the de¬ 
termination. After opening, tilt the con¬ 
tainer so as to distribute the shrimp 
evenly over the meshes of a circular sieve 
which has been previously weighed. The 
diameter of the sieve Is 8 Inches if the 
quantity of the contents of the container 
is less than 3 pounds, and 12 Inches If 
such quantity is 3 pounds or more. The 
bottom of the sieve is woven-wire cloth 
which complies with the specifications 
for such cloth set forth under “2380 
Micron (No. 8>“ In Table I of “Stand¬ 
ard Specifications for Sieves.” published 
March 1, 1940. In L.C. 684 of the United 
States Department of Commerce. Na¬ 
tional Bureau of Standards. Without 
shifting the material on the sieve, so 
incline the sieve as to facilitate drainage. 
Two minutes from the time drainage 
begins, weigh the sieve and the drained 
shrimp. The weight so found, less the 
weight of the sieve, shall be considered to 
be the cut-out weight of the shrimp. 

<2) If canned wet pack shrimp or 
canned dry pock shrimp, in nontrans¬ 
parent containers, falls below the ap¬ 
plicable standard of fill of container pre¬ 
scribed in paragraph (c) (1) of this sec¬ 
tion. the label shall bear the general 
statement of substandard fill provided 
In } 130.14(b) of this chapter, in the 
manner and form therein specified. 

§ 161.173 Froera raw breaded all rim p. 

(a) Frozen raw breaded shrimp is the 
food prepared by coating one of the op¬ 
tional forms of shrimp specified in para¬ 
graph <c) of this section with safe and 
suitable batter and breading ingredients 
as provided in paragraph <d) of this sec¬ 
tion. The food is frozen. 

(b> The food tests not less than 60 
percent of shrimp material as deter¬ 
mined by the method prescribed in Para¬ 
Graph <g) of this section, except that if 
the shrimp are composite units the 
method prescribed in paragraph (h) of 
this section is used. 

<c) The term “shrimp** means the tail 
portion of properly prepared shrimp of 
commercial species. Except for com- 
pcwlte units, each shrimp unit U Individ- 
ualiy coated. The optional forms of 
‘‘hrimp are: 

(1) Fantail or butterfly: Prepared by 
*Phttlng the shrimp; the shrimp are 
peeled, except that tail fins remain at¬ 
tached and the shell segment immcdJ- 
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ately adjacent to the tail fins may be 
left attached. 

(2) Butterfly, tail off: Prepared by 
splitting the shrimp; tail fins and all 
shell segments are removed. 

(3) Round: Round shrimp, not split; 
the shrimp are peeled, except that tail 
fins remain attached and the shell seg¬ 
ment immediately adjacent to the tall 
fins may be left attached. 

(4) Round, tail off: Round shrimp, not 
split; tall fins and all shell segments are 
removed. 

(5) Pieces: Each unit consists of a 
piece or a part of a shrimp: tail fins and 
all shell segments are removed. 

(6) Composite units: Each unit con¬ 
sists of two or more whole shrimp or 
pieces of shrimp, or both, formed and 
pressed into composite units prior to 
coating; tail fins and all shell segments 
are removed: large composite units, prior 
to coating, may be cut into smaller units. 

(d) The batter and breading ingredi¬ 
ents referred to in paragraph (a) of this 
section arc the fluid constituents and 
the solid constituents of the coating 
around the shrimp. These ingredients 
consist of suitable substances which are 
not food additives as defined in section 
201<s) of the Federal Food. Drug, and 
Cosmetic Act; or if they are food addi¬ 
tives as so defined, they are used In con¬ 
formity with regulations established pur¬ 
suant to section 409 of the act. Bat¬ 
ter and breading ingredients that per¬ 
form a useful function ore regarded as 
suitable, except that artificial flavorings, 
artificial sweeteners, artificial colors, and 
chemical preservatives, other than those 
provided for in this paragraph, are not 
suitable ingredients of frozen raw 
breaded shrimp. Chemical preserva¬ 
tives that arc suitable are: 

(1) Ascorbic acid, which may be used 
In a quantity sufficient to retard develop¬ 
ment of dark spots on the shrimp; and 

(2) The antioxidant preservatives 
listed In Subpart D of Part 182 of this 
chapter that may be used to retard de¬ 
velopment of rancidity of the fat content 
of the food, in amounts within the limits 
prescribed by that section. 

(e) The label shall name the food, as 
prepared from each of the optional forms 
of shrimp specified in paragraph (c) (1) 
to (6). inclusive, of this section, and fol¬ 
lowing the numbered sequence of such 
subparagraph, as follows: 

<1) “Breaded fantail shrimp.” The 
word “butterfly” may be used In lieu of 
“fantaiT in the name. 

(2) “Breaded butterfly shrimp, tall 
off.” 

(3) “Breaded round shrimp. 

»4> “Breaded round shrimp, tall of! “ 

(6) “Breaded shrimp pieces.” 

(6) Composite units: 

(!) If the composite units are in a 
shape similar to that of breaded fish 
sticks the name is “Breaded shrimp 
sticks*'; If they are in the shape of meat 
cutlets, the name is “Breaded shrimp 
cutlets’*. 

<ii) If prepared m a shape other than 
that of sticks or cutlets, the name is 

“Breaded shrimp•-", the blank to 

be filled In with the word or phrase that 
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accurately describes the shape, bul which 
is not misleading. 

In the case of the names specified in par¬ 
agraphs (e) (1) through (5) of this sec¬ 
tion, the words in each name may be 
arranged In any order, provided they 
are so arranged as to be accurately de¬ 
scriptive of the food. The word 
“prawns’* may be added in parentheses 
immediately after the word “shrimp” in 
the name of the food if the shrimp are 
of large size; for example, “Fantail 
breaded shrimp (prawns) '*. If the shrimp 
are from a single geographical area, the 
adjectival designation of that area may 
appear as part of the name; for example. 
'Breaded Alaskan shrimp sticks'*. 

(f) The names of the optional ingre¬ 
dients used, os provided for in paragraph 
(d) of this section, shall be listed on the 
principal display panel or panels of the 
label with such prominence and con- 
spicuousness as to render them likely to 
be read and understood by the ordinary 
individual under customary conditions of 
purchase. If a spice that also imparts 
color is used, it shall be designated as 
“spice and coloring”, unless the spice is 
designated by Its specific name. If 
ascorbic acid is used to retard develop¬ 
ment of dark spots on the shrimp, it 
shall be designated as “Ascorbic acid 
added as a preservative” or “Ascorbic 
acid added to retard discoloration of 
shrimp”. If any other antioxidant 
preservative, as provided in paragraph 
(d) of this section, is used, such preserv¬ 
ative shall be designated by its common 
name followed by the statement “Added 
as a preservative’*. 

fg) The method for determining per¬ 
centage of shrimp material for those 
forms specified in paragraph <c) (1) 
through (5) of this section is as follows: 

(1) Equipment needed . (i) Two-gal¬ 
lon container, approximately 9 Inches in 
diameter. 

<ii) Two-vaued wooden paddle, each 
vane measuring approximately 1^ 
inches by 3% Inches. 

<lii) Stirring device capable of rotat¬ 
ing the wooden paddle at 120 r.p.m. 

(Iv) Balance accurate to 0.01 ounce 
(or 0.1 gram). 

(V) U.S. Standard sieve No 20, 12- 
lnch diameter.* 

tvi) U.8. Standard sieve. Ms-inch sieve 
opening, 12-lnch diameter. 

< vii> Forceps, blunt points. 

< viil) Shallow baking pans. 

(ix) Rubber-tipped glass stirring rod 

(2) Procedure . (I) Weigh the sample 
to be debreaded. Fill the container three- 
fourths full of water at 70'•-go* F. Sus¬ 
pend the paddle In the container, leavlnc 
a clearance of at least 5 inches below the 
paddle vanes, and adjust speed to 120 
r.pm. Add shrimp and stir for 10 min¬ 
utes. Stack the sieves, the *4-inch mesh 
over the No. 20, and pour the contents 
of the container onto them. Set the sieves 
under a faucet, preferably with spray at- 


•The sieve* shall comply with the «|>ccin- 
catloni for wire doth and sieve frames in 
“Standard Specifications for Sieve*," pub¬ 
lished March 1. 1040. In L.C. 684 of the V * 
Department of Commerce. National Bureau 
of Standard*. 
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tached. and rinse shrimp with no rub¬ 
bing of flesh, being careful to keep all 
rinsings over the sieves and not having 
the stream of water hit the shrimp on 
the sieve directly. Lay the shrimp out 
singly on the sieve as rinsed. Inspect each 
shrimp and use the rubber-tipped rod 
and the spray to remove the breading 
material that may remain on any of 
them, being careful to avoid undue pres¬ 


sure or rubbing, and return each shrimp 
to the sieve. Remove the top sieve and 
drain on a slope for 2 minutes, then re¬ 
move the shrimp to weighing pan. Rinse 
contents of the No. 20 sieve onto a flat 
pan and collect any particles other than 
breading <l.e., flesh and tall fins) and 
add to shrimp on balance pan and weigh. 

(11) Calculate percent shrimp mate¬ 


rial; 

„ ... . Vfiflil of doUKiMlnl nunpW wtJU , . 

Pcrrent tfafimi. -' 


<h> The method for determining per¬ 
centage of shrimp material for com¬ 
posite units, specified in paragraph (c) 
(6) of this section. Is as follows; 

(1) Equipment needed. (!) Water bath 
(for example a 3-lltcr to 4-liter beaker >♦ 

<U> Balance accurate to 0.1 gram. 

(lili Clip tongs of wire, plastic, or 
glass. 

<iv) Stop-watch or regular watch 
readable to a second. 

(v> Paper towels. 

<vi> 8patula, 4-inch blade with round¬ 
ed Up. 

(vll) Nut picker. 

(vitt) Thermometer (immersion type> 
accurate to ±2' F. 

<ix) Copper sulfate crystals (CuSo** 
5H.O). 

(2) Procedure. (1) Weigh all composite 
units in the sample while they arc still 
hard frozen. 

< ii> Place each composite unit individ¬ 
ually in a water bath that is maintained 
at 63* F-86* F, and allow to remain un¬ 
til the breading becomes soft and can 
easily be removed from the still frozen 
&luimp material ‘between 10 seconds to 
80 seconds for composite units held in 


storage at 0* F>. If the composite units 
were prepared using batters that are 
difficult to remove after one dipping, 
redip them for up to 5 seconds after the 
IntU&l debreading and remove residual 
batter materials. 

(Not*. —Several preliminary trial* may be 
twee wary u> determine the exact dip time 
required for “deb reading" the composite 
unite in a sample. Fur these trials only, a 
saturated solution of copper sulfate (1 pound 
of copper sulfate In 2 liters or tap water) 
Is necessary. The correct dip lime is the 
minimum time of immersion in the copper 
sulfate solution required before the bread¬ 
ing can easily be scraped off: Provided, That 
the debreaded'* units are sttU solidly frozen 
and only a slight trace of blue oolor is visi¬ 
ble on the surface of the **dr breaded* shrimp 
material.) 

(ill) Remove the unit from the bath; 
blot lightly with double thickness of 
paper toweling; and scrape off or pick out 
coating from the shrimp material with 
the spatula or nut picker. 

(iv> Weigh all the *‘debread ed* 
shrimp material. 

<v) Calculate the percentage of 
shrimp material in the sample, using the 
following formula: 


Pen vat dir hup toatnial 


W sfcgdgf d s h r w d sd iNtwp SSiW|ip „ 
YVrifht of MunpW ' X 


§ 161.176 Irn/rn ra* light!? brr.u«I«-<l 
shrimp. 

Frozen raw lightly breaded shrimp 
complies with the provlskms of 5 161.175. 
except that it contains not less than 65 
percent of shrimp material, as deter¬ 
mined by the method prescribed in 
§ 161.175 (g) or (h). as appropriate, and 
that in tiie name prescribed the word 
‘•lightly’* Immediately precedes the 
words ‘ breaded shrimp”. 

| 161.I'M) < at nurd tuns. 

(a) Identity—* 1> Canned tuna is the 
food consisting of processed flesh of flsh 
of the species enumerated In paragraph 
(a) (2) of this section, prepared in one of 
the optional forms of pack specified in 


paragraph (a) (3) of this section, con¬ 
forming to one of the color designations 
specified in paragraph *a><4> of this 
section, in one of the optional packing 
media specified in paragraph (a)(5) of 
this section, and may contain one or 
more of the seasonings and flavorings 
specified in paragraph (a)<6> of this 
section. For the purpose of inhibiting the 
development of struvite crystals, sodium 
acid pyrophosphate may be added in a 
quantity not in excess of 0.5 percent by 
weight of the finished food. It is packed 
In hermetically sealed containers and so 
processed by heat as to prevent spoilage. 
It is labeled in accordance with the pro¬ 
visions of paragraph (a) (8) of tills sec¬ 
tion. 


(2) The flsh included in the class 
known as tuna fish are: 


Thunmu thynnus_ 

Tbminus maccoyll.. __ 

Thimbu* oriental !e-- 

Thtinnus gtrrmo_..... 

Thunnua at 1 anticun_ 

Pamthunnui mebachl_ 

Kcothunnu* mnerop te¬ 

rn*. 

Ncothunmu raru*- 

Kalauwonu* pci amis_ 

Euihynnu* alien era! us.. 

Euthjmmia lineaiu*- 

Ku thymus* yatto..-- 


Blucfln tun*.* 
Southern blucfln 
tun** 

Oriental tuna.” 
Albacore. u 
Blnckfln tun* * 
Big-eyed tun* w 
YellowAn tunn> 

Northern blucA.n 
tun*.* 
Skipjack* 

Little tunny." 
Little tunny • 
Kawakawa '* 


•*'A Comparison of the Blucfin Tunas. 
Genu* Thminus, from New England. Aus¬ 
tralia. and California," by H. C. Oodsil and 
Edwin K Ho'.mberg, Stole of California, De¬ 
partment of Natural Resource* Division erf 
Fifth and Game. Bureau of Marine Plahorier 
Fifth Bulletin No. 77 (I960). 

** "Cohtrtbutkm* to the Comparauvc Study 
of the So-called Scombroid Fiabea.’* by Kam- 
aklchl Klshinouyo. Journal of the College of 
Agriculture. Imperial Unlvrnity of Tokyo, 
Vo! Vm. No. 3 (1923). 

** "A Systematic Study of the Pact Ac Tu¬ 
na*." by H. C Oodril and Robert D. Bjrtn 
Stole of California. Deportment of Natural 
Resources. Dlviaion of Kuh and Game. Bureau 
of J4ariue Piaharten. Fifth Bulletin No. 60 
(1944). 

« "Descriptive Study of Certain Tuna-tike 
Flnhca" by H. C. Ood*11, State of California. 
Depart ment of Fifth and Game. Fifth Bultelin 
No. 97. 

“ "Comparative Anatomy and Byatetuatk 
of the Tuna*. Oenuft Thunnua." by Robert 
H. Gibb*. Jr- and Bruce B. Collette. Division 
of FUhes. OB. National Museum and Bureau 
of Commercial Puhcrlea. FUh and WUdlifr 
Service. U.8. Department of the Interior. 
Fifthary Bulletin Vol. 68. No. 1 (1967). pp 
65-130. 


The description of each species will be 
found In the text to which reference is 
made. 

(3) The optional forms of processed 
tuna consist of loins and other striated 
muscular tissue of the flsh. The loin is 
the longitudinal quarter of the great 
lateral muscle freed from skin, scales, 
visible blood clots, bones, gills, viscera 
and from the nonstrialed part of such 
muscle, which part (known anatomically 
as the median superficial muscle) h 
highly vascular in structure, dark in 
color because of retained blood, and 
granular in form. Canned tuna Is pre¬ 
pared in one of the follow r ing forms of 
pack, the identity of which is determined 
in accordance u'iih the methods pre¬ 
scribed In paragraph (c)(2) of this 
section. 


FEDERAL REGISTER, VOL 42, NO 50—TUESDAY, MARCH 15. 1977 












(1) Solid or solid pack consists of loins 
freed from any surface tissue discolored 
by diffused hemolyzed blood, cut in trans¬ 
verse segments to which no free frag¬ 
ments are added. In containers of 1 
pound or less of net contents, such seg¬ 
ments ore cut in lengths suitable for 
packing in one layer. In containers of 
more than 1 pound net contents, such 
segments may be cut in lengths suitable 
for packing in one or more layers of 
equal thickness. Segments arc placed in 
the can with the planes of their trans¬ 
verse cut ends parallel to the ends of 
the can. A piece of a segment may be 
added if necessary to fill a container. 
The proportion of free flakes broken 
from loins in the canning operation shall 
not exceed 18 percent. 

(ill Chunk, chunks, chunk style con¬ 
sists of a mixture of pieces of tuna In 
which the original muscle structure is 
retained. The pieces may vary in size, 
but not less than 50 percent of the weight 
of the pressed contents of a container is 
retained on a -inch-mesh screen. 

(Ill) Flake or flakes consist of a mix¬ 
ture of pieces of tuna in which more than 
50 percent of the weight of the pressed 
contents of the container will pass 
through a *4-inch-mesh screen, but in 
which the muscular structure of the flesh 
is retained. 

(lv) Grated consists of a mixture of 
particle* of tuna that have been reduced 
to uniform size, that will pass through 
a &-inch-mesh screen, and In which the 
particles arc discrete and do not com¬ 
prise a paste. 

<v) Any of the specified forms of pack 
of canned tuna may be smoked. Canned 
smoked tuna shall be labeled in accord¬ 
ance with the provisions of paragraph 
<a>(8)(v) of this section. 

(4) Canned tuna, in any of the forms 
of pack specified in paragraph (a) (3> of 
this section, falls within one of the fol¬ 
low tog color designations, measured by 
visual comparison with matte surface 
neutral reflectance standards corre¬ 
sponding to the specified Munsell units 
of value, determined in accordance with 
paragraph (a) (7) of this section. 

(i) White. This color designation is 
limited to the species Thunnus germo 
'albacore), and is not darker than Mun¬ 
sell value 6.3. 

(ID Light. This color designation in¬ 
cludes any tuna not darker than Mun¬ 
sell value 5.3. 

(ill* Dark . This color designation In¬ 
cludes all tuna darker than Munsell value 

5,3. 

r lv) Blended. This color designation 
may be applied only to tuna flakes speci¬ 
fied in paragraph fa) <3> <fii) of this sec¬ 
tion. consisting of & mixture of tuna 
flakes of which not less than 20 percent 
by weight meet the color standard for 
either white tuna or light tuna, and the 
remainder of which fall within the color 
standard for dark tuna. The color desig¬ 
nation for blended tuna is determined in 
accordance with paragraph »a> (7> of this 
section. 

<5) Canned tuna is packed In one of 
the following optional packing media: 


RULES AND REGULATIONS 

(D Any edible vegetable oil other than 
olive oil. or any mixture of such oils not 
containing olive oil. 

fil) Olive oil. 

Oil) Water. 

(6) Canned tuna may be seasoned or 
flavored with one or more of the fol¬ 
lowing: 

d) Salt 

(li) Purified monosodium glutamate. 

(Ill) Hydrolyzed protein. 

(Iv) Hydrolj*zcd protein with reduced 
monosodium glutamate content. 

<v) Spices or spice oils or spice ex¬ 
tracts. 

<vi) Vegetable broth in on amount not 
in excess of 5 percent of the volume 
capacity of the container, such broth to 
consist of a minimum of 0.5 percent by 
weight of vegetable extractives and to be 
prepared from two or more of the follow¬ 
ing vegetables: Beans, cabbage, carrots, 
celery, garlic, onions, parsley, peas, pota¬ 
toes. green bell peppers, red bell peppers, 
spinach, and tomatoes. 

(vil) Garlic. 

fviil) Lemon flavoring to be prepared 
from lemon oil and citric acid together 
with safe and suitable carriers for the 
lemon oil which are present at nonfunc¬ 
tional and Insignificant levels In the fin¬ 
ished canned food. When lemon flavoring 
is added, a safe and suitable solubilizing 
and dispersing Ingredient may be added 
in a quantity not exceeding 0.005 percent 
by weight of the finished food. A sub¬ 
stance used in accordance with this para¬ 
graph Is deemed to be suitable If it is 
used in on amount no greater than nec¬ 
essary to achieve the Intended flavor 
effect, and is deemed to be safe if it is 
not a food additive as defined In section 
201 (s) of the act or. if it is a food addi¬ 
tive as so defined, it Is used In conformity 
with regulations established pursuant to 
section 409 of the act. 

(7) For determination of the color 
designations specified in paragraph (a) 

(4 > of this section, the following method 
shall be used: Recombine the separa¬ 
tions of pressed cake resulting from the 
method prescribed in paragraph (c)<2) 
of this section. Pass the combined por¬ 
tions through a sieve fitted with woven- 
wire cloth of U-inch mesh which com¬ 
plies with the specifications for such 
wire clojh set forth in “Standard Spec¬ 
ifications for Sieves/* published March 1. 
1940. In L. C. 584 of the UB. Department 
of Commerce. National Bureau of Stand¬ 
ards. Mix the sieved material and place 
a sufficient quantity into a 307 x 113 size 
container (bearing a top seam and hav¬ 
ing a false bottom approximately ft -Inch 
deep and painted fiat black inside and 
outside* so that after tamping and 
smoothing the surface of the sample the 
material will be *4-inch to W-inch below’ 
the top of the container. Within 10 min¬ 
utes after sieving through the t^-inch 
mesh woven-wire cloth, determine the 
Munsell value of sample surface. 

<i) Determine the Munsell value of 
the sample surface so prepared. The 
following method may be used, employ¬ 
ing an optical comparator, consisting of 
& lens and prism system which brings 
two beams of light, reflected from equal 


M Mi!) 

areas of sample surface and standard 
surface, respectively, together, within 
an eyepiece, so as to show r an equally di¬ 
vided optical field. The scanned areas 
of sample and standard surface are not 
smaller than 2 square inches. Light 
reaching the eye is rendered sufficiently 
diffuse, by design of eyepiece and com¬ 
parator. so that detail of the sample sur¬ 
face will remain undefined, to a degree 
such as to avoid visual confusion in ob¬ 
servation of a match of over-all inten¬ 
sity of reflected light. The eyepiece con¬ 
tains a color filter centering at a wave¬ 
length between 550 mu and 560 m*. The 
filter does not pass appreciable visible 
radiation of wavelengths below 540 uv or 
above 570 nv. Tne passed wavelength 
bond is of a monochromaticity sufficient 
to cause a sample and a neutral standard 
of equal reflectance to appear of the 
same hue. The comparator is rigidly 
mounted on a vertical stand attached to 
a base in which arrangement is provided 
for securely and accurately positioning 
tw o cans of size 307 x 113 in the two fields 
of view. Mounted on the base are two 
shaded lamps, which direct the center of 
their beams of light at about a 45* angle 
to the plane of the sample and standard 
surfaces. The lamps are so positioned 
that light from one bears mainly upon 
the sample surface and light from the 
oilier mainly on the standard surface, 
and ore so placed in relation to sample 
and standard that no shadows, as from 
the can rims, appear in the fields of 
view. The lamps arc strong enough to 
furnish adequate and convenient illu¬ 
mination through eyepiece and filter. 
Means is provided to alter the light In¬ 
tensity of one lamp in relation to the 
other, as may conveniently be achieved 
by using a 100-watt tungsten filament 
bulb in one lamp and using. In the other, 
a similar 150-w r &tt bulb connected with 
the power source through a suitable 
rheostat. The stand is equipped with 
nonglossy black curtains on the side of 
the observer, to exclude variation in 
extraneous light reflected from the 
person of the observer. 

Ui) To adjust the comparator, place 
a pair of matte surface standards of 
Munsell value 5.3, mounted as described 
in paragraph (a) (7) <iv> of this section, 
in position in the comparator base, and 
adjust the intensity of the variable lamp 
until the two halves of the optical field, 
viewed through the eyepiece, are of equal 
brightness. Then remove one of the 
standards and replace It with the pre¬ 
pared sample. Without altering any 
other adjustments, observe through the 
eyepiece whether the sample appears 
lighter or darker than the standard. In 
case of examination of albacore desig¬ 
nated “white *, conduct the procedure 
using standards of Munsell value*6.3. 

fill) The standards with which com¬ 
parisons are mode are essentially neu¬ 
tral matte-finish standards, equivalent 
In luminous reflectance of light of 555 
nv wavelength to 33.7 percent of the 
luminous reflectance of magnesium 
oxide (for Munsell value 6.3) and 22.6 
percent of the luminous reflectance of 
magnesium oxide (for Munsell value 5.3 •. 
as given by the relationship between 
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Musittil value and luminous reflectance 
derived by a subcommittee of the Opti¬ 
cal Society of America and published in 
the “Journal of the Optical Society of 
America/’ Volume 33, page 406 (1943). 

(iv> These standards shall be cut in 
circles 3V« inches in diameter and shall 
be mounted in 307 x 113 size containers, 
bearing a top seam and painted flat 
black Inside and outside, so that the 
surfaces of the standards are inch 
below the top of the containers in which 
they are mounted. 

♦ v> In the case of blended tuna, the 
foregoing method shall be varied by first 
separating the tuna flakes of the two 
different colors before passing them 
through the Vi-Inch mesh sieve, then 
proceeding with each portion separately 
for the determination of its color value, 
employing. If necessary, a sample con¬ 
tainer with false bottom greater than 
Vi inch deep. 

(8) (1) The specified names of the 
canned tuna for which definitions and 
standards of identity arc prescribed by 
this section, except where water is the 
packing medium or where the tuna is 
smoked, are formed by combining the 
designation of form of pack with the 
color designation of the tuna: for ex¬ 
ample. “Solid pack white tuna". “Orated 
dark tuna", etc. In the case of blended 
tui)a. there shall be used both applicable 
color designations of the blended flakes, 
In precedence determined in accordance 
with the predominating portion found 
in the container: for example. “Blended 
white and dark tuna flakes", “Blended 
dark and light tuna flakes”. 

<11> The specified name of canned 
tuna when water is used as the packing 
medium is formed as described in para¬ 
graph (a) (8) (1) of this section, followed 
by the words "in water": for example. 
"Orated light tuna In water". 

Oil) When the packing medium Is veg¬ 
etable oil or olive oil, the label shall bear 
the name of the optional packing me¬ 
dium used, as specified in paragraph (a) 
(5) of this section, preceded by the word 
"in" or the words "packed in". In case 
of the optional ingredient specified in 
paragraph (a) (5) U) of this section, the 
name or names of the oil used may be 
stated, or the general term "vegetable 
oil" may be used. 

(iv) In case solid pack tuna is packed 
in olive oil, the designation "Tonno" may 
also appear. 

(v) In case any of the specified forms 
of canned tuna are smoked, the word 
"smoked" shall appear as a part of the 
name on the label; for example, 
"Smoked light tuna flakes". 

ivl* Where the canned tuna contains 
one or more of the ingredients provided 
for in paragraph <a> (6) of this section, 
the label shall bear the statement "Sea¬ 
soned with.. M . the blank being 

filled in with the name or names of the 
ingredient or ingredients used, except 
that if the ingredient designated in para¬ 
graph <a> (6> (vi) of this section is used, 
the blanks shall be filled In with the term 
"vegetable broth"; and if the ingredient 
designated in paragraph <a)(6)(T> of 
tills section is used alone, the label may 


alternatively bear either the statement 
"spiced" or the statement "with added 
spice"; and if salt Is the only seasoning 
ingredient used, the label may alterna¬ 
tively bear any of the statements 
"salted", "with added salt", or "salt 
added". If the flawring ingredients des¬ 
ignated in paragraph (a) (6) (vlii) of this 
section are used, the words "lemon fla¬ 
vored" or "with lemon flavoring" shall 
appear as a port of the name on the 
label; for example, "lemon flavored 
chunk light tuna". Citric acid and any 
optional solubilizing and dispersing 
agent used as specified in paragraph (a> 
(6) (vlli> of this section in connection 
with lemon flavoring ingredients shall be 
designated on the label by its common 
or usual name. 

(vil) Where the canned tuna contains 
the optional ingredient sodium acid py¬ 
rophosphate as provided in paragraph 
<a)(l> of this section, the label shall 
bear the statement "pyrophosphate 
added" or * with added pyrophosphate". 

(ftU) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con¬ 
ditions of purchase, the names of the 
optional ingredients used, as specified In 
paragraphs (a) (8) (ill), (vi). and (vil) 
of this section (except if lemon flavoring 
is added, this subparagraph applies only 
to the terms "lemon flavored" or “with 
lemon flavoring", not to the constituent 
ingredients of that flavoring or to any 
optional solubilizing or dispersing In¬ 
gredient used in connection with lemon 
flavoring ingredients). shall Immediately 
and conspicuously precede or follow 
such name without intervening, written, 
printed, or graphic matter, except that 
the common name of the species of tuna 
fish may so intervene; but the species 
name “albacore" may be employed only 
for canned tuna of that species which 
meets the color designation "white" as 
prescribed by paragraph (a) (4) (i) of 
tills section. 

<lx> Statements of optional ingredi¬ 
ent* present required by paragraph (a) 
(8 m vi) of this section, but not subject to 
the provisions of paragraph (a) <8) (vlii» 
of this section shall be set forth on the 
label with such prominence and con¬ 
spicuousness as to render them likely to 
be read and understood by the ordinary 
individual under customary conditions 
of purchase. 

<b> [Reserved) 

<c> Fill of contaiticr —(1> The stand¬ 
ard of fill of container for canned tuna 
is a fill such that the average weight of 
the pressed cake from 24 cans, as deter¬ 
mined by the method prescribed by para¬ 
graph (0(2) of tills section, is not less 
than the minimum value specified for the 
corresponding can size and form of tuna 
ingredient in the following table: 

n. Minimum valua for 
I. Can and weight* of prewd 

form of tuna cake (average of 24 

ingredient can*) 

an x 109: Oimc« 

Solid...— 2. 28 

Chunks . 1.98 

Flakes ____ I 98 

Orated. 2.00 


307 x 113: 

Solid..... 4.47 

Chunks___ 3. 92 

Flake®.... 3.91! 

Orated -----3.90 

401 x 206: 

Solid.. 8. 7ti 

Chunks___ 7.611 

Flake* ------ 7.68 

Orated ...... 7.7G 

603 x 408: 

Solid ___ 43 2 

Chunk®_ 37.9 

Flakes .. 37 9 

Orated . ...... 38 3 

If the can size in question is not listed, 
calculate the value for column n as fol¬ 
lows: Prom the list select as the compa¬ 
rable can size that one having nearest 
the water capacity of the can size In 
question, multiply the value listed in 
column n for the same form of tuna 
ingredient by the water capacity of the 
can size In question, and divide by the 
water capacity of the comparable can 
size. Water capacities axe determined 
by the general method provided in S 130 - 
12ia> of this chapter. For the purposes of 
this section, cans of dimensions 211 x 109 
shall be deemed to have a water capacity 
at 68' P of 3.55 avoirdupois ounces of 
water; cans of dimensions 307 x 113, a 
water capacity of 7.05 avoirdupoLs ounce- 
of water; cans of dimensions 401 x 206, a 
water capacity of 13.80 avoirdupois 
ounces of water; and cans of dimension 
603 x 408. a water capacity of 68.15 avoir¬ 
dupois ounces of water. 

(2) The methods referred to in para¬ 
graph (c)(1) of this section for deter¬ 
mining the weight of the pressed cake 
and referred to in paragraph (a) OKI* 
of this section for determining the per¬ 
cent of free flakes and the percent of 
pieces that pass through a 4-inch-mesh 
sieve are as follows: 

(I) Have each of the 24 cans and con¬ 
tents at a temperature of 75° P within 
itS” F. Test each can in turn as follow•*: 

(II) Cut out the top of the can (code 
end), using a can opener that does not 
remove nor distort the double seam. 

(ill) With the cut top held on the can 
contents. Invert the can. and drain the 
free liquid by gentle finger pressure on 
the cut Ud so that most of the free liquid 
drains from the can. 

»iv> With the cut lid still In place, cut 
out the bottom of the can with the can 
opener, then turn the can upright and 
remove the cut can top (code end>. 
Scrape off any adhering tuna particles 
into the tuna mass in the can. 

(v) Place the proper size of press, cyl¬ 
inder as provided in paragraph (c> (3Mi • 
of tills section in a horizontal position on 
a table; then, using the cut bottom of the 
can as a pusher, gently force the can 
contents from the can into the cylindt i 
so that the flat side of the can contents 
lies in contact with the bottom of the 
cylinder. Remove the bottom of the 
can that was used as the pusher and 
scrape any adhering particles from the 
can body and bottom of the can. and 
put them in the cylinder. 

ivl> Place the cylinder plunger on top 
of the can contents In the cylinder. Re¬ 
move the eyebolt and put the cylinder 
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and plunger in position on the press 
i paragraph (c)(3)(111) of this section). 

<vii) Begin the operation of the press 
and as soon as liquid is observed coming 
from the cylinder start timing the oper¬ 
ation. Apply pressure to the plunger 
slowly and at a uniform rate, so that a 
full minute is used to reach a pressure of 
334 pounds per square inch of plunger 
face in contact with the can contents. 
Hold this pressure for 1 additional min¬ 
ute and then release the pressure and 
disengage the plunger from the press 
>liaft, Tip the press cylinder so that any 
free liquid is drained out. 

<viii> Remove press cylinder with 
plunger from the press, insert eyebolt in 
plunger and withdraw it from the cylin¬ 
der. Ixxxven the pressed cake from the 
cylinder with a thin blade and remove 
the entire pressed cake as gently as pos¬ 
sible. to keep the mass In a single cake 
during this operation. Place the pressed 
nike and any pieces that adhered to the 
plunger and cylinder in a tared receiv¬ 
ing pan and determine the weight of the 
pressed material. 

< ix • For cans larger than 401 x 206, cut 
out the top of the can and drain off 
free liquid from the can contents as in 
operations described in paragraphs <c> 
(2) (ii) and fiii) of this section Deter¬ 
mine the gross weight of the can and re¬ 
maining contents. Using a tared core 
cutter as provided for in paragraph (c) 
<3>U1> of this section, cut vertically a 
core of the drained material in the can. 
Determine the weight of the core. With a 
thin spatula transfer the core to the 
pressing cylinder for 401 x 206 cans* De¬ 
termine the weight of the pressed coke as 
in the operations described In para¬ 
graphs (c)(2) (v) through <vili> of this 
section. Remove the remaining drained 
contents of the can. reserving the con¬ 
tents for the determination of free flakes 
paragraph <c)i2)<xi> of this section*, 
weigh the empty can. and calculate the 
weight of the totAl drained material. 
Calculate the weight of pressed cake on 
the entire can basis by multiplying the 
weight of the pressed cake of the core 
by the ratio of the weight of the drained 
contents of the can to the weight of the 
core before pressing. 

<x> Repeat the determination of 
weight of pressed cake on the remainder 
of the 24 cans and determine the average 
weight of pressed cake for the purpose of 
paragraph (c) (1) of this section. 

<xi> Determination of free flakes: If 
the optional form of tuna ingredient is 
*olJd pack, determine the percent of free 
flakes. Any flakes resulting from the 
operations described in this paragraph 
(c) <2Mxl) or in other parts of this para¬ 
graph are to be weighed as free flakes. 
Only fragments that were broken in the 
canning procedure are considered to be 
free flakes. If the can Is of such size that 
its entire drained contents were pressed 
as described In paragraphs (cX2)(i) to 
f vtli) of this section, inclusive, examine 
the pressed cake carefully for free flakes. 
Using a spatula, scrape free flakes gently 
from the outside of the cake. Weigh the 
aggregate free flakes that were broken 
from the loin segments In the canning 
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procedure and calculate their percentage 
of the total weight of pressed cake. If 
the can is of such size that a core was 
cut for pressing as described In para¬ 
graph <c>(2)(ix) of this section, make 
the examination for free flakes on a 
weighed portion of the drained material 
remaining after the core was removed. 
The weight of the portion examined 
should approximately equal the weight 
of the core before pressing. Calculate the 
weight of the free flakes that were 
broken from the loins in the canning 
procedure as a percentage of the weight 
of the portion examined 

(xli> Determination of particle size: 
If the optional form of tuna ingredient 
is chunks, flakes, or grated, the pressed 
cake resulting from the operations de¬ 
scribed in paragraphs (CH2HD to <ix> 
of this section, inclusive, is gently sepa¬ 
rated by hand, care being taken to avoid 
breaking the pieces. The separated 
pieces are evenly distributed over the top 
sieve of the screen separation equipment 
described in paragraph (c) (3) (iv) of this 
section. Beginning with the top sieve, 
lift and drop each sieve by its open edge 
three times. Each time, the open edge 
of the sieve is lifted the full distance 
permitted by the device. Combine and 
weigh the material remaining on the 
three top sieves (1^-tach. 1-inch, 
inch screens*. and determine the com¬ 
bined percentage retention by weight in 
relation to the total weight of the pressed 
cake. 

<3> <D The press cylinder and plunger 
referred to in paragraph (c)(2) of this 
section are made of stainless steel. The 
press cylinders arc made with a lip to 
facilitate drainage of the liquid Plungers 
have a threaded center hole, about half 
as deep as the thickness of the plunger, 
for receiving a ringbolt to assist in re¬ 
moving the plunger from the press cyl¬ 
inder. Dimensions for press cylinders and 
plungers are as follows: 

For can 211 x 100 
Pres* cylinder: 

Inside depth, approximately 3% Inches. 

lmldc diameter, 2 303 inches. 

Wall thickness, approximately \ inch 
Plunger: 

Thickness, approximately t inch 

Diameter. 2 368 Inches 

For con stee 307 x 113 
Press cylinder: 

Inside depth, approximately 4 Inches. 

InMde diameter. 3.344 Inches. 

WaU thickness, approximately inch. 
Plunger: 

Thickness, approximately Its Inches. 

Diameter. 3310 Inches. 

Tor con #iac 401 x 306 
Press cylinder: 

Inside depth, approximately 4V» Inches. 

Inside diameter, 3.060 inches 

Wall thickness, approximately V* inch. 
Plunger. 

Thickness, approximately 1% Inches. 

Diameter. 3.044 inches. 

For can sizes where the diameter is 
greater than 401, the core cutter de¬ 
scribed in paragraph (c)(3) (ID of this 
section shall be used and the resulting 
core pressed In the press cylinder for can 
size 401 x 206. For can sizes differing 
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from those specified in this paragraph 
(c)<3Mi>, special press cylinders and 
plungers may be used. Special press 
cylinders have inside diameters ‘^-inch 
less than the outside diameters, at the 
double seam, for the can sizes for which 
the cylinders are used; plunger diame¬ 
ters are 0.025-inch less than the inside 
diameters of the press cylinders. 

ill) The core cutter referred to in 
paragraph <c><2) <lx> and <xl> of this 
section and paragraph (CH3H1) of this 
section is made from a previously sealed 
300 x 407 can. The cover. Including the 
top seam, is cut out The edge l* 
smoothed and sharpened. A small hole 
to permit passage of air is made in the 
bottom. 

(iii) The hydraulic press referred to 
in paragraph (c)(2)<vi> to (x> of this 
section, inclusive, is made by so mount¬ 
ing a hydraulic Jack, in a strong frame, 
that it will press horizontally against the 
center of the plunger in the press cylin¬ 
der used. The frame Is so braced that 
It does not change shape when pressure 
is applied. The gouge on the hydraulic 
jack is so calibrated that it will indicate, 
for the plunger being used, when the 
plunger is pressing against the contents 
of the press cylinder with a pressure ot 
384 pounds per square inch of plunger 
face. 

<tv) The sieving device referred to in 
paragraph (c)(2Mxii> of this section 
consists of three sieves, each approxi¬ 
mately l foot square, loosely mounted, 
one above the other, in a metal frame. 
The mesh in the top sieve complies with 
the specifications’ for 1* 2 -inch woven- 
wire cloth as set forth In “Standard 
Specification* for Sieves.” as published 
March 1, 1040. in L. C. 584 of the U.6 
Department of Commerce. National Bu¬ 
reau of Standards. The meshes in the 
sieves below comply with similar specifi¬ 
cations for 1-inch and *i-inch woven- 
wire cloth as set forth in the same pub¬ 
lication. The sides of each sieve are 
formed, in o raised nm. from %-inch x 
Va-inch metal strap. The frame has 
tracks made of %-inch angle metal to 
support each sieve under each side. The 
tracks are so positioned as to permit each 
sieve a free vertical travel of 1** Inches. 

(4) If canned tuna falls below the ap¬ 
plicable standard of fill of container 
prescribed in paragraph (c)(1) of this 
section, the label shall bear the general 
statement of substandard All provided in 
1130.14 (b) of this chapter, in the manner 
and form therein specified 
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163 143 Mixed dairy product chocolate* 

163 130 Sweet cocoa and vegetable fat 
(other than cacao fat) coating 
163 133 Sweet chocolate and vegetable fat 
(other than cacao fat) coating 
163 133 Milk chocolate and vegetable fat 
(other than cacao fat) coating 

Ai riioitrrr: Sec*. 401. 701. 52 SUt 1046 as 
amended, 1033-1066 aa amended <21 C.8.C 
341 371 ) unless otherwise noted 

Subpart A —[Reserved] 

Subpart B —Requirements for Specific 
Standardized Cacao Products 

§ 163.110 Cacao nib*. 

<a» Cacao nibs, cocoa nibs. cracked 
cocoa is the food prepared 6y heating 
and cracking dried or cured and cleaned 
cacao beans and removing shell there¬ 
from. Cacao nibs or the cacao beans 
from which they are prepared may be 
processed by heating with one or more of 
the following optional alkali ingredients, 
added as such or in aqueous solution: 
Bicarbonate, carbonate, or hydroxide of 
sodium, ammonium, or potassium: or 
carbonate or oxide of magnesium: but for 
each 100 parts by weight of cacao nibs 
used, as such or before shelling from the 
cacao beans, the total quantity of such 
alkalis used is not greater in neutralizing 
value (calculated from the respective 
combining weights of such alkalis usod> 
than the neutralizing value of 3 parts by 
weight of anhydrous potassium carbon¬ 
ate. The cacao shell content of cacao 
nibs is not more than 1.75 percent by 
weight < calculated to an alkali-free basis 
if they or the cacAo beans from which 
they' were prepared have been processed 
with alkali t , as determined by the 
method prescribed under "Shell in 
Cacao Nibs—Tentative** beginning on 
page 208 (Ed. note. 10th edition. 1965. p. 
180. secs. 12.009-12.0131 of ‘‘Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists/* 5th Ed.. 1940. 

<b) When cacao nibs or the cacao 
beans from which they are prepared are 
processed, in whole or in part, with any 
optional alkali ingredient specified in 
paragraph *a> of this section, the label 
shall bear the statement "Processed with 
alkali'*; but in lieu of the word "alkali" 
in such statement the specific common 
name of the optional alkali ingredient 
may be used. Wherever the name of 
the food appears on the label so con¬ 
spicuously as to be easily seen under 
customary conditions of purchase, such 
statement shall immediately and con¬ 
spicuously precede or follow such name 
without intervening written, printed, or 
graphic matter. 

§ 163.1 11 i Jiurnlult' lifiuor. 

(a* Chocolate liquor, chocolate, bak¬ 
ing chocolate, bitter chocolate, cooking 
chocolate, chocolate coating, bitter 
chocolate coating is the solid or semi¬ 
plastic food prepared by finely grinding 
cacao nibs. To such ground cacao mbs, 
cacao fat or a cocoa or both may be 
added in quantities needed to adjust the 
cacao fat content of the finished choc¬ 
olate liquor. (For the purposes of this 
section the term "cocoa" means break¬ 
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fast cocoa, cocoa. low-fat cocoa, or any 
mixture of two or more of these. > Choc¬ 
olate liquor may be spiced, flavored, or 
otherwise seasoned with one or more 
of the following optional ingredients, 
other than any such ingredient or com¬ 
bination of ingredients specified in para¬ 
graph *a> (li, (21. or <3> of this sec¬ 
tion which imparts a flavor that imitates 
the flavor of chocolAte. milk, or butter: 

*1» Ground spice. 

<2* Ground vanilla beans; any nat¬ 
ural food flavoring oil. oleoresin, or 
extract. 

(3» Vanillin, ethyl vaniillu. or other 
artificial food flavoring. 

<4* Butter, milk fat. dried malted ce¬ 
real extract, ground coffee, ground nut 
meats. 

(5) Salt. 

Any optional ingredient used with the 
cacao beans or cacao nibs from which 
such chocolate liquor is prepared, or used 
with any cocoa added in preparing such 
chocolate liquor, shall be considered to 
be an optional ingredient used with such 
chocolate liquor. The optional alkali in¬ 
gredients specified for use with cacao 
nibs in | 163.110(a) may be used as op¬ 
tional ingredients with chocolate liquor; 
but for each 100 parte by weight of cacao 
nibs used In preparing the chocolate liq¬ 
uor. the total quantity of such alkalis 
used is not greater in neutralizing value 
(calculated from the respective combin¬ 
ing weights of such alkalis used * than 3 
parts by weight of anhydrous potassium 
carbonate. The finished chocolate liquor 
contains not less than 50 percent and 
not more than 58 percent by weight of 
cacao fat Unless the chocolate liquor is 
seasoned with butter, milk fat. or ground 
nut meats, the percentage of cacao fat 
is determined by the method prescribed 
under “Fat Method I—Official" begin¬ 
ning on page 202 I Ed. note. 10th edition. 
1965. p 184. sec. 12.022J of "Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists." 5th Ed.. 1940. 

<b» Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary con¬ 
ditions of purchase, the statements pre¬ 
scribed in this section, showing the op¬ 
tional ingredients used shall immediately 
and conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter: 

(1j When the food is seasoned with 
an optional ingredient specified in para¬ 
graph iaMl) of this section the label 
shall bear the statement “Spiced". 
“Spice added". ‘ With added spice". 

"Spiced with_*'. or "With added 

_the blank being filled in with the 

specific common name of the spice used. 

(2) When the food is flavored with an 
optional Ingredient specified In para¬ 
graph ia»<2> of this section, the label 
shall bear the statement "Flavored**, 
"Flavoring added". "With added flavor¬ 
ing". or "Flavored with.*Y"- 

added", or “With added _•*. the 

blank being filled In with the specific 
common name of the flavoring used. 

<3> When the food is flavored with 
an optional ingredient specified in par¬ 


agraph (tt'(3> of this section, the label 
shall bear the statement "Artificially 
flavored". "Artificial flavoring added 
"With artificial flavoring". "Artificially 

flavored with or "With_, an 

artificial flavoring", the blank being 
filled in with the specific common name 
of the artificial flavoring used. 

(4) When the food is seasoned with an 
optional ingredient specified in para¬ 
graph (a) (4) of this section, the label 
shall bear the statement "Seasoned with 

_", the blank being filled in with the 

specific common name of the substance 
used as seasoning. 

<5* When any optional alkali Ingrr 
dient specified in 5 163.110 (a) is used 
the label shall bear the statement "Proc¬ 
essed with alkali”: but in lieu of the word 
‘ alkali" in such statement the specific 
common name of the optional alkali in¬ 
gredient may be used. 

Label statements prescribed in para¬ 
graph <b> (1) to (4). inclusive, of this 
section may be combined, as for exam¬ 
ple, "With added cinnamon, vanilla, and 
ethyl vanillin, an artificial flavoring". 

§ 163.112 Brrakfn*! etMim. 

(a) Breakfast cocoa, high fat cocoa is 
the food prepared by pulverizing the 
residual material remaining after part of 
the cacao fat has been removed from 
ground cacao nibs. It may be spiced, 
flavored, or otherwise seasoned with one 
or more of the following optional ingre¬ 
dients. other than any such ingredient 
or combination of ingredients which im¬ 
parts a flavor that Imitates the flavor of 
chocolate, milk, or butter: 

< 1 1 Ground spice. 

<2» Ground vanilla beans; any natural 
food flavoring oil, oleorcsin. or extract 

<3• Vanillin, ethyl vanillin, or other 
artificial food flavoring. 

(4) Salt. 

Any optional Ingredient used with the 
cacao beans, cacao nibs, or ground cacao 
nibs from which such breakfast cocoa k 
prepared shall be considered to be an 
optional ingredient used with such 
breakfast cocoa. The optional alkali in¬ 
gredients specified for use with cacao 
nibs in § 163.110(a) may be used as op¬ 
tional ingredients with breakfast cocoa 
but for each 100 parte by weight of cacao 
nibs used in preparing the breakfast co¬ 
coa. the total quantity of such alkalis 
used is not greater In neutralizing value 
(calculated from the respective combin¬ 
ing weights of such alkalis used > than 3 
pails by weight of anhydrous potassium 
carbonate. The finished breakfast cocoa 
contains not loss than 22 percent oi 
cacao fat. as determined by the method 
prescribed under "Flat Method I—Offi¬ 
cial" beginning on page 202 I Ed. note. 
10th edition, 1965. p. 184. sec. 12.0221 of 
"Official and Tentative Methods of 
Analysis of the Association of Official 
Agricultural Chemists," 5th Ed . 1940 

(b> Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the statements pre¬ 
scribed in this section, showing the op¬ 
tional ingredients used shall immediately 
and conspicuously precede or follow such 
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mime, without intervening written, 
printed, or graphic matter: 

< 1) When the food is seasoned with an 
optional ingredient specified in para¬ 
graph <a)<l> of this section, the label 
hall bear the statement “Spiced". “Spice 
added", “With added spice". "Spiced 

with or “With added_", the 

blank being filled in with the specific 
common name of the spice used. 

<2> When the food is flavored with on 
optional ingredient specified in para¬ 
graph (&><2> of this section, the label 
.hall bear the statement “Flavored", 
Flavoring added", “With added fla¬ 
voring", “Flavored with_", “__ 

added", or “With added_the blank 

being filled in with the specific common 
name of the flavoring used. 

<3* When the food is flavored with an 
optional ingredient specified in para¬ 
graph <a)<3> of this section, the label 
shall bear the statement “Artificially 
flavored", “Artificial flavoring added 
"With artificial flavoring", "Artificially 

flavored with_", or "With _, an 

artificial flavoring", the blank being 
filled in with the specific common name 
of the artificial flavoring used. 

(4) When any optional alkali ingre¬ 
dient specified in 8 163.110<a) is used, 
the label shall bear the statement “Proc¬ 
essed with alkali"; but in lieu of the 
word "alkali" in such statement the spe¬ 
cific common name of the optional alkali 
ingredient may be used. 

Label statements prescribed by para¬ 
graph <b> <1> to <4>, inclusive, of this 
fiection may be combined, as for example, 
'With added cinnamon, vanilla, and 
ethyl vanillin, an artificial flavoring". 

§ 163.113 (xtoui. 

Cocoa, medium fat t ocoa conform:; to 
the definition and standard of Identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for breakfast cocoa by $ 163.- 
112, except that it contains less than 22 
percent but not less than 10 percent of 
cacao fat, as determined bv the method 
referred to in ft 163.112<a> 

$ 163.114 I o*-ftii (Shtim. 

Low-fat cocou conforms to tlie defini¬ 
tion and standard of Identity, and is sub¬ 
ject to the requirements for label state¬ 
ment of optional ingredients, prescribed 
for breakfast cocoa by | 163.12, except 
that it contains less than 10 percent of 
♦ acao fat as determined by the method 
referred to in l 163.U2<a>. 

163.1 11 ( «M «m wiili (IiiH‘1 > I sodium *ul- 

fmurciniite for iiunufafliirinff. 

*a> Cocoa with dioctyl sodium sul- 
hMJcciimtc for manufacturing is thp 
iood additive complying with the provi¬ 
sions { 172.520 of this chapter. It con¬ 
forms to the definition and standard 
of identity and is subject to the require¬ 
ments for label statement of optional in¬ 
gredients prescribed for breakfast cocoa 
J>y 8 163.112, or for cocoa by 8 163.113, or 
low-fat cocoa by fi 163.114, except that 
the food additive contains dloctyl sodium 
Mjlfosucclnate < complying with the re¬ 
quirements of J 172.810 of this chapter 


including the limit of not more than 0.4 
percent by weight of the finished food 
additive). 

<b> The name of the food additive is 
"cocoa with dioctyl sodium sulfosuccl- 
nate for manufacturing" to which is 
added any modifier of the word “cocoa" 
required by the definition and standard 
of Identity to which the food additive 
otherwise conforms. When the food 
additive is used in a fabricated food, the 
words “for manufacturing" may be 
omitted from any declaration of in¬ 
gredients required under | 101 4 of this 
chapter. 

§ 163.123 S*n*| i IhmoIjiIi', 

<a> Sweet chocolate, sweet chocolate 
coating is the solid or semiplastic food 
tlie ingredients of which are intimately 
mixed and ground, prepared from choco¬ 
late liquor <with or without the addition 
of cacao fat) sweetened with one of the 
optional saccharine ingredients specified 
in paragraph <b> of this section It may 
be spiced, flavored, or otherwise seasoned 
with one or more of the optional ingredi¬ 
ents specified in paragraph (c) of this 
section, other than any such ingredient 
or combination of ingredients which im¬ 
parts a flavor that imitate* the flavor 
of chocolate, milk, or butter. One of the 
optional emulsifying ingredients or com¬ 
binations of ingredients specified in 
paragraph <d> of this section may be 
used, subject to the conditions therein 
prescribed. One or more of the optional 
dairy ingredients specified in paragraph 
( e> of this section'may be used in such 
quantity that the finished sweet choco¬ 
late contains less than 12 percent by 
weight of milk constituent solids If 
chocolate liquor with any optional in¬ 
gredient specified in f 163.111<a» is used, 
such ingredient shall be considered to be 
an optional ingredient used with the 
sweet chocolate. The finished sweet 
chocolate contains not less than 15 per¬ 
cent by weight of chocolate liquor, cal¬ 
culated by subtracting from the weight 
of chocolate liquor used the weight of 
cacao fat therein and the weights therein 
of alkali and seasoning ingredients, if 
any, multiplying tlie remainder by 2.2. 
dividing the result by the weight of the 
finished sweet chocolate, and multiply¬ 
ing tile Quotient by 100. Bittersweet 
chocolate is sweet chocolate which con¬ 
tains not less than 35 percent by weight 
of chocolate liquor, calculated in tJie 
same manner. 

<b» The optional saccharine ingredi¬ 
ents referred to in paragraph «a) of this 
section are: 

ill Sugar, or portly refined cane 
sugar, or both. 

<2) Any mixture of dextrose and sugar 
or partly refined cane sugar or both In 
which tlie weight of the solids of the 
dextrose used is not more than one-third 
of the total weight of the solids of all 
the saccharine ingredients used 

*3) Any mixture of dried com sirup 
or dried glucose sirup and sugar or partly 
refined cane sugar or both in which the 
weight of the solids of the dried corn 
sirup or dried glucose sirup used is not 
more than one-fourth of the total weight 


of the solids of all the saccharine ingre¬ 
dients used. 

84) Any mixture of dextrose and dried 
com sirup or dried glucose sirup and 
sugar or partly refined cane sugar or 
both in which three times tlie weight of 
the solids of the dextrose used plus /our 
times the weight of the solids of the dried 
com sirup or of the solids of the dried 
glucose sirup used is not more than the 
total weight of the solids of all the sac¬ 
charine ingredients used. 

<c> The optional ingredients for spic¬ 
ing, flavoring, or otherwise seasoning re¬ 
ferred to In paragraph *a> of this sec¬ 
tion are: 

< 1 > Ground spice. 

<2> Ground vanilla beans; any xmutral 
food flavoring oil or oleore^m or extracl 
<3> Ground coffee. 

<4) Ground nut meats. 

*5) Honey, molasses, brown sugar, 
maple sugar. 

• fl» Dried malted cereal extract 
<7> Salt. 

♦ 8) Vanillin, ethyl vanillin, or oilier 
artificial food flavoring. 

<d> Tlie optional emulsifying ingre¬ 
dient or combination of ingredients re¬ 
ferred to In paragraph (a) of this sec¬ 
tion is: 

<1> Lecithin, with or without related 
natural phosphatides, in an amount not 
to exceed 0.5 percent by weight of the 
finished food <wlth or without a vege¬ 
table food fat carrier in an amount not 
to exceed two-thirds of the weight of the 
emulsifying ingredient used); or 
»2> Monoglycerides and diglycerides 
of fat-forming fatty acids in combina¬ 
tion with monosodium phosphate deriva¬ 
tives thereof, In an amount not to exceed 
0 5 percent of the weight of the finished 
food i with or without a vegetable food 
fat carrier in an amount not to exceed 
i wo-third* of tlie weight of the emulsi¬ 
fying ingredient used); or 

*3) Surbiton monostearnte, comply¬ 
ing with the requirements of 8 172.842 of 
till* chapter, in an Amount not to ex¬ 
ceed 1 percent of the weight of the fin¬ 
ished food: or 

*4) Polysorbate 60, complying with 
the requirements of 8 172.836 of this 
chapter, in an amount not to exceed 0.5 
percent of the weight of the finished 

food; or 

• 5; Any combination of two or more 
of tlie foregoing each within the limit* 
prescribed in paragraph fd) <1). i2), 
<3>. and (4) of this section provided 
tiiat the total quantity of any two or all 
three of tlie emulsifiers specified in para¬ 
graph (d) <2). f3), and <4> of this sec¬ 
tion. does not exceed 1 percent by weight 
of the finished food and the total quan¬ 
tity of the emulsifiers specified in para¬ 
graph <d» <li and <2) of this section 
does not exceed 0.5 percent of the weight 
of the finished food. 

»e) The optional dairy ingredient* re¬ 
ferred to in paragraph of this BcrtJon 
are: 

( 1) Cream, milk fat, butter. 

<2> Milk, concentrated milk, evapo¬ 
rated milk, sweetened condensed milk, 
dried milk. 
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<3> Skim milk, concentrated skim 
milk, evaporated .skim milk, sweetened 
condensed skim milk, nonfat dry milk. 

<4> Concentrated buttermilk, dried 
buttermilk 

(5) Malted milk. 

<f» For the purpose of this section: 

< 1» The term “dextrose” means the 
anhydrous refined monosaccliarlde ob¬ 
tained from hydrolyzed starch 

<2) The term “dried com sirups means 
the product obtained by drying incom¬ 
pletely hydrolyzed cornstarch; its solids 
contain not less than 40 percent by 
weight of reducing sugars calculated as 
anhydrous dextrose. 

(3> The term “dried glucose sirup” 
means the product obtained by doing 
“glucose sirup”. “Glucose sirup” is a 
clarified, concentrated, aqueous solu¬ 
tion of the products obtained by the in¬ 
complete hydrolysis of any edible starch. 
The solids of glucose sirup contain not 
less than 40 percent by weight of reduc¬ 
ing sugars calculated as nnhjdrous dex¬ 
trose. 

tg) “Semlswect chocolate”, “bitter¬ 
sweet chocolate”, “semisweet chocolate 
coating”, and “bittersweet chocolate 
coating” are alternate names for sweet 
chocolate which contains not less thnn 
the minimum quantity of chocolate liq¬ 
uor prescribed for bittersweet chocolate 
by paragraph (a* of this section. 

ih> Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the statements 
prescribed in this paragraph showing the 
optional Ingredients used shall immedi¬ 
ately and conspicuously precede or fol¬ 
low such name, without intervening 
written, printed, or graphic matter: 

<1> When the food Is flavored with 
an optional ingredient specified In para¬ 
graph <c>'8) of this section, the label 
shall bear the statement “Artificially 
flavored”. “Artificial flavoring added”, 
•With artificial flavoring”. “Artificially 

flavored with_or “With 

____ an artificial flavoring”, the 

blank being filled in with the specific 
common name of the artificial flavoring 
used. 

(2) When an optional emulsifying in¬ 
gredient or combination of Ingredients 
specified in paragraph (d> of this section 
is used, the label shall bear the state¬ 
ment ”Emulsifier added”, “With added 

emulsifier” or ”-- added as 

<an> emulsifier (s> the blank being filled 
in with the common Harness) of the 
emulsifier^) used. 

c3> When any optional alkali ingredt- 
ent specified in I 163.110(a) Is used, the 
label shall bear the statement “Processed 
with alkali”, but in lieu of the word “al¬ 
kali” in such statement the specific com¬ 
mon name of the optional alkali ingredi¬ 
ent may be used 

In cases where two or more of the state- 
menu set forth in this paragraph are 
required, such statements may be com¬ 
bined in a manner which is appropriate 
and not misleading. 

§ 163.130 Milk chocolate. 

<a> Milk chocolate, sweet milk choco¬ 
late. milk chocolate coating, sweet milk 


chocolate coating Is the solid or semi- 
plastic food the ingredients of which 
are intimately mixed and ground, pre¬ 
pared from chocolate liquor (with or 
without the addition of cacao fat» and 
one or more of the optional dairy Ingredi¬ 
ents specified In paragraph *b) of this 
section, sweetened with one of the op¬ 
tional saccharine Ingredients specified 
in I 163.123 <b> and (f>. It may be spiced, 
flavored, or otherwise seasoned with one 
or more of the optional ingredients spec¬ 
ified in paragraph <c» of this section, 
other than any such ingredient or com¬ 
bination of ingredients which imparts n 
flavor that imitates the flavor of choco¬ 
late, milk, or butter. One of the optional 
emulsifying ingredients or combinations 
of ingredients specified in paragraph <d> 
of this section may be used, subject to 
the conditions therein prescribed. If 
chocolate liquor with any optional ingre¬ 
dient specified in $ 163.111Is used, 
such ingredient shall be considered to be 
an optional ingredient used with the milk 
chocolate. The finished milk chocolate 
contains not less than 3.66 percent by 
weight of milk fat. not less than 12 per¬ 
cent by weight of milk solids, and not 
less than 10 percent by weight of choco¬ 
late liquor as calculated by subtracting 
from the weight of chocolate liquor used 
the weight of cacao fat therein and the 
weights therein of alkali and seasoning 
Ingredients, If any. multiplying the re¬ 
mainder by 2.2, dividing the result by the 
weight of the finished milk chocolate, and 
multiplying the quotient by 100 

<b) The optional dairy ingredients re¬ 
ferred to in paragraph <a> of this section 
arc milk, concentrated milk, evaporated 
milk, sweetened condensed milk, dried 
milk, butter, milk fat. cream, skim milk, 
concentrated skim milk, evaporated skim 
milk, sweetened condensed skim milk, 
and nonfat dry milk: but in any such 
Ingredient or combination of two or more 
of such ingredients used, the weight of 
nonfat milk solids Ls not more than 2,43 
times and not less than 1.20 times the 
weight of milk fat therein. 

<c» The optional ingredients for 
spicing, flavoring, or otherwise seasoning 
referred to in paragraph <a» of this 
section are: 

< 11 Ground spice, 

(2) Ground vanilla beans: any natural 
food flavoring oil or oleoresln or extract. 

<3> Ground coffee. 

(4 > Ground nut meats. 

<5> Honey, molasses, brown sugar, 
maple sugar. 

(6) Dried malted cereal extract. 

(7) Salt 

*8> Vanillin, ethyl vanillin, or other 
artificial food flavoring. 

<d> TTie optional emulsifying ingre¬ 
dient or combination of ingredients re¬ 
ferred to in paragraph <a> of this section 
is: 

(1 > Lecithin, with or without related 
natural phosphatides. in an amount not 
to exceed 0.5 percent by weight of the 
finished food (with or without a vege¬ 
table food fat carrier in an amount not 
to exceed two-thirds of the weight of the 
emulsifying ingredient used); or 

(2) Monoglycerides and diglycerides 
of fat-forming fatty acids in combina¬ 


tion with monosodium phosphate deriva¬ 
tives thereof. In an amount not to exceed 
0.5 percent of the weight of the finished 
food <with or without a vegetable food 
fat carrier in on amount not to exceed 
two-thirds of the weight of the emuni¬ 
fying ingredient used>: or 

<3> Sorb!tan monostearate, complying 
with the requirements of f 172.842 of 
this chapter, in an amount not to exceed 
1 percent of the weight of the finished 
food: or 

<4* Pulysorbate 60. complying with 
the requirement* of f 172.836 of this 
chapter. In an amount not to exceed 0 5 
percent of the weight of the finished 
food; or 

1 5 1 Any combination of two or more 
of the foregoing each within the limits 
prescribed in paragraph (d> (I), (2>, 

< 3 >, and 1 4 > of this section provided that 
the total quantity of any tw o or all three 
of the emulsifiers specified in paragraph 
<d> <2>, <3», and <4) of this section does 
not exceed 1 percent by weight of the 
finished food and the total quantity of 
the emulsifiers specified in paragraph 
«d» (1) and (2) of this section docs not 
exceed 0.5 percent of the weight of the 
finished food. 

<e> Wherever the name of the food 
appears on the label so conspicuously ns 
to be easily seen under customary con¬ 
ditions of purchase, the statements pre¬ 
scribed in this paragraph showing the 
optional Ingredients used shall immedi¬ 
ately and conspicuously precede or follow 
such name, without Intervening written, 
printed, or graphic matter: 

1 1) When the food is flavored with an 
optional ingredient specified in para¬ 
graph <ch8> of this section, the label 
shall bear the statement “Artificially 
flavored**. “Artificial flavoring added \ 
“With artificial flavoring”. “Artificially 

flavored with_”, or “With 

__ an artificial flavoring**, the 

blank being filled In with the specific 
common name of the artificial flavoring 
used. 

When an optional emulsifying 
Ingredient or combination of ingredients 
specified in paragraph (d> of this section 
is used, the label shall bear the statement 
“Emulsifier added’*, “With added emulst- 

ficr”, or “_added os <an» 

emulslfler(s)*’. the blank being filled in 
with the common name<s) of the emulsi- 
fleris) u?ed. 

(31 When any optional alkali in¬ 
gredient specified in 8 163.110<a> Is used, 
the label shall bear the statement “Proc¬ 
essed with alkali.** but In lieu of the 
word “alkali” in such statement the spe¬ 
cific common name of the optional alkali 
Ingredient may be used. 

In cases where two or more of the state¬ 
ments set forth in this paragraph are 
required, such statements may be com¬ 
bined in a manner which is appropriate 
and not misleading. 

§ 163.135 Buttermilk chocolate. 

Buttermilk chocolate, buttermilk 
chocolate coating conforms to the defini¬ 
tion and standard of Identity, and is sub¬ 
ject to the requirements for label state¬ 
ment of optional Ingredients, prescribed 
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for milk chocolate by | 163 130, except 
that: 

(a) The dairy ingredient* used are 
limited to sweet cream buttermilk, con* 
centrated sweet cream buttermilk, dried 
sweet cream buttermilk, or any combina¬ 
tion of two or all of these. 

(b) The finished buttermilk chocolate 
contains less than 3.66 percent by weight 
of milk fat and, Instead of milk solids, 
it contains not less than 13 percent by 
weight of sweet cream buttermilk solids 

§ 163.1 tO Skim milk -horolate, 

Skim milk chocolate, sweet skim 
milk chocolate, skim milk chocolate coat¬ 
ing. sweet skim milk chocolate coating 
conforms to the definition and standard 
of identity, and Is subject to the require¬ 
ments for label statement of optional In¬ 
gredients, prescribed for milk chocolate 
by fi 163.130, except that: 

(a) The dairy ingredients used are 
limited to skim milk, concentrated skim 
milk, evaporated skim milk, sweetened 
condensed skim milk, nonfat dry milk, 
and any combination of two or more of 
these. 

<b) The finished skim milk chocolate 
contains less than 3.66 percent by weight 
of milk fat and. Instead of milk solids, 
it contains not less than 13 percent by 
weight of skim milk solids. 

§ 163.143 Mill'd dairy product dtoeo- 
late*. 

(a) The articles for which definitions 
and standards of identity are prescribed 
by this section are the foods each of 
which conforms to the definition and 
standard of Identity, and is subject to the 
requirements for label statement of op¬ 
tional ingredients, prescribed for milk 
chocolate by fi 163.130, except that: 

(1) The dairy Ingredient used in each 
such article is a mixture of two or more 
of the following four components: 

<i) Any dairy ingredient or combina¬ 
tion of such ingredients specified in 
1 163.130(b) which is within the limits of 
the ratios specified therein for nonfat 
milk solids to milk fat. 

<li> One or more of the five skim milk 
ingredients specified In f 163.140. 

(ill) One or more of the three sweet 
cream buttermilk ingredients specified in 
I 163.135. 

Ov) Malted milk. 

(2) Each of the finished articles may 
contain less than 3.66 percent by weight 
of milk fat and, instead of milk solids, it 
contains not less than 12 percent by 
weight of milk constituent solids of the 
components used. The quantity of each 
component used In any such mixture is 
Mich that no component contributes less 
than one-third of the weight of milk con¬ 
diment solids contributed by that com- 
ixuient used in largest proportion. When 
any such mixture is of components (1> 
and <tl» of paragraph (a)<l) of this sec¬ 
tion. the quantity of nonfat milk solids 
!n Mich mixture is more than 2.43 times 
die quantity of milk fat therein. For the 

’ ’Eposes of paragraph <b) of this section. 
ff,e designation of each of the compon- 
f £$6 Hated above is respectively •‘Milk’*, 
‘Mcim milk", "Buttermilk", and "Molt- 
"i mOk" 


<b) The name of each such article is 
"Chocolate" or "Chocolate coating" pre¬ 
ceded by tiie designations prescribed by 
paragraph <a) of this section for each 
component of the dairy ingredients used, 
such designations appearing In the order 
of predominance, if any, of the weight 
of milk constituent solids in each such 
component, (e.g., ’ Milk and skim milk 
chocolate"). 

§ 163.150 S*rcl cwoi and vegetable fnl 
(oilier Ilian cacao fat) coating. 

Sweet cocoa and vegetable fat (other 
than cacao fat) coating conforms to 
the definition and standard of Identity, 
and Is subject to the requirements for 
label statement of optional Ingredients, 
prescribed for sweet chocolate by 
f 163.123, except that: 

(a) In its preparation cocoa is used, 
instead of chocolate liquor, in such quan¬ 
tity that the finished food contains not 
less than 6.8 percent by weight of the 
nonfat cacao portion of such cocoa, cal¬ 
culated by subtracting from the weight 
of cocoa used the weight of cacao fat 
therein and the weight therein of alkali 
and seasoning ingredients, if any. di¬ 
viding the remainder by the weight of 
the finished food, and multiplying the 
quotient by 100. (For the purposes of 
this section, the term "cocoa" means 
breakfast cocoa, cocoa, low-fat cocoa, or 
any mixture of two or more of these.) 

(b) In Its preparation Is added one or 
any combination of two or more vege¬ 
table food oils, vegetable food fats, or 
vegetable food stearins, other than ca¬ 
cao fat, which oil, fat, stearin, or com¬ 
bination has a melting point higher than 
that of cacao fat. Any such oil or fat 
may be hydrogenated. 

<c) The requirement of i 163.123(a) 
that the milk constituent solids be less 
than 12 percent by weight does not apply. 

fi 163.153 Sweet chocolate and vegetable 
fat (other than cacao fat) coating. 

<a> Sweet chocolate And vegetable fat 
(other than cacao fat) coating conforms 
to the definition and standard of iden¬ 
tity, and Is subject to the requirements 
for label statement of optional ingre¬ 
dients, prescribed for sweet chocolate by 
1 163.123, except that: 

(1) In its preparation there Is added 
one or any combination of two or more 
vegetable food oils or vegetable food fats, 
other than cacao fat, which oil. fat. or 
combination may be hydrogenated and 
which has a melting point lower than 
that of cacao fat. 

(2) Of the emulsifying ingredients and 
combinations of ingredients listed in 
fi 163.123(d). only the ingredients spec¬ 
ified in fi 163.123(d) U> and (2>, alone 
or In combination, may be used subject 
to the limitation that the total quantity 
of these ingredients does not exceed 0,5 
percent by weight of the finished food. 

(b) The provisions of this section shall 
not be construed as applicable to any 
article by reason of the addition thereto 
of a vegetable food fat other than cacao 
fat as a carrier of emulsifying ingre¬ 
dients, as authorized and within the 
limits prescribed by I 163 123<d> tl> 
and i2>. 


§ 163*155 Milk rhorolatr and vegetable 
fat (other than mrao fat) i*oniing. 

(a) Milk chocolate and vegetable fat 
(other than cacao fat) coating, sweet 
milk chocolate and vegetable fat (other 
than cacao fat) coating conforms to the 
definition and standard of identity, and 
is subject to the requirements for label 
statement of optional ingredients, pre¬ 
scribed for milk chocolate bv fi 163.130, 
except that: 

(1) In its preparation there is added 
one or any combination of two or more 
vegetable food oils or vegetable food 
fats, other than cacao fat. which oil, fat, 
or combination may be hydrogenated 
and which has a melting point lower 
than that of cacao fat. 

(2) Of the emulsifying ingredients and 
combinations of ingredients listid in 
1 163.130(d), only the ingredients speci¬ 
fied in f 163.130(d) (1) and (2). alone or 
In combination, may be used subject to 
the limitation that the total quantity of 
these Ingredients does not exceed 0.5 
percent by weight of the finished food 

(b) The provisions of this section shall 
not be construed as applicable to any 
article by reason of the addition thereto 
of a vegetable food fat other than cacao 
fat as a carrier of emulsifying Ingre¬ 
dients, as authorized and within the 
limits prescribed by | 163.130<d> <]> and 
( 2 ). 


PART 164—TREE NUT AND PEANUT 
PRODUCTS 

Subpart A—f Reserved | 

Subpart B—Requirement* for Specif* 
Standardized Traa Nut and Peanut Product* 

See. 

164.110 Mixed nuta. 

164.120 Shelled nuta In rigid or fitinu^id 
container*. 

164.150 Peanut butter. 

Aotho*ity: 8eca. 401, 701, 62 Slat. 1040 an 
amended. 1065-1050 aa amended by 70 Stat 
910. 73 Stat, 948 (21 030. 341. 371) 

Subpart A—[Reserved] 

Subpart B—Requirements for Specific 
Standardized Tree Nut and Peanut 
Products 


§ 164.110 Mixed nut*. 

(a) Mixed nut* is the food consisting 
of a mixture of four or more of the op¬ 
tional shelled tree nut ingredients, with 
or without one or more of the optional 
shelled peanut ingredients, of the kind* 
prescribed by paragraph <b) of this sec¬ 
tion: except that when 2 ounces or lew. 
of the food is packed in transparent con¬ 
tainers. three or more of the optional tree 
nut ingredients shall be present. Each 
such kind of nut ingredient when used 
shall be present in a quantity not le** 
than 2 percent and not more than 80 
percent by weight of the finished food 
For purposes of this section, each kind 
of tree nut and peanut Is on optional in¬ 
gredient that may be prepared by any 
suitable method in accordance with good 
manufacturing practice. The finished 
food may contain one or more of the 
optional nonnut ingredients provided for 
In paragraph (c> of this section 
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fb> The optional shelled nut ingredi¬ 
ents referred to in paragraph (a) of this 
section are: 

(1) Almonds, black walnuts. Brazil 
nuts, cashews. English walnuts ialterna¬ 
tively "walnuts’*), Alberts, pecans, and 
other suitable kinds of tree nuts. 

(2> Peanuts of the Spanish. Valencia. 
Virginia, or similar varieties, or any com¬ 
bination of two or more such varieties. 

(c> The optional nonnut ingredients 
referred to In paragraph (a) of this sec¬ 
tion consist of suitable substances that 
arc not food additives as defined in sec¬ 
tion 201(s) of the Federal Food, Drug, 
and Cosmetic Act; or if they are food 
additives as so defined, they are used in 
conformity with regulations established 
pursuant to section 400 of the act. Non¬ 
nut ingredients that perform a useful 
function are regarded as suitable, except 
that color additives arc not suitable in¬ 
gredients of the food. 

<d> The name of the food is "mixed 
nuts'*. If the percentage of a single tree 
nut ingredient or the total peanut con¬ 
tent by weight of the finished food ex¬ 
ceeds 50 percent but not 60 percent, the 

statement "contains up to 60%-" 

or "contains 60% -** or "60% 

_•* shall immediately follow the 

name "mixed nuts" and shall appear on 
the same background, be of the same 
color or. in the case of multicolors. In the 
color showing distinct contrast with 
the background, and be in letters not less 
than one-lialf the height of the largest 
letter in the words "mixed nuts". The 
blank is to be filled in with the appro¬ 
priate name of the predominant nut In¬ 
gredient; for example, "contains up to 
60% pecans" or "contains up to 60% 
Spanish peanuts". The numbers "70" or 
"80" shall be substituted for the num¬ 
ber "60" when the percentage of the pre¬ 
dominant nut ingredient exceeds 60 but 
not 70, or exceeds 70 but not 80. respec¬ 
tively. Compliance with the requirements 
for percentage of nut ingredients of this 
section and the fill of container require¬ 
ments of I 164.120(c) w ill be determined 
by the following procedure; 

(1) Take at random from a lot, in the 
case of containers bearing a weight dec¬ 
laration of 16 ounces or less, at least 
24 containers, and for containers bear¬ 
ing a weight declaration of more than 16 
ounces, enough containers to provide a 
total quantity of at least 24 pounds of 
nuts. 

(2) If compliance with ! 164.120(C) 
Is to be determined, first follow the pro¬ 
cedure set forth therein. 

(3) Determine the percent by weight 
of each nut Ingredient present in each 
container separately. Calculate the av¬ 
erage percentage of each nut ingredient 
present. If the average percent found 
for each nut Ingredient present is 2 per¬ 
cent or more and none of the individual 
nut Ingredients exceeds 80 percent by 
weight of the finished food, the lot will 
be deemed to be In compliance with the 
percentage requirements of paragraph 
(a) of this section, tf the average per¬ 
cent found for a single nut Ingredient 
exceeds 50 percent by weight of the 


RULES AND REGULATIONS 

finished food and the average percent 
found is within the range indicated by 
the number declared on the label in ac¬ 
cordance with this paragraph, the lot 
will be deemed to be In compliance with 
the labeling requirements of this para¬ 
graph. 

(e) Optional nut ingredients and op¬ 
tional nonnut Ingredients used in the 
food, as provided for in paragraphs (b> 
and ic) of this section, shall be declared 
on the label by their common names In 
the order of decreasing predominance by 
weight except that: 

(1) If the Spanish variety of peanuts 

is used, it shall be declared as "Spanish 
peanuts". Other varieties of peanuts 
shall be declared as "peanuts", or alter¬ 
natively "_ peanuts", the 

blank being filled In with the varietal 
name of the peanuts used. 

(2) If the peanut ingredient or In¬ 
gredients as provided for In paragraph 
»b> (1 > of this section are unblanched, 
the label shall show that fact by such 
statement as "Peanuts unblanched*, 
"Peanuts skins on." or words of similar 
import, unless the vignette clearly depicts 
peanuts with skins on. 

(3> Vegetable oils used shall be de¬ 
clared by the words "Vegetable oil" or 
"Hydrogenated vegetable oil", oc alter¬ 
natively "_oil*', or "Hydro¬ 
genated _oil", as the case 

may be. the blank being filled in with the 
name or names of the vegetable 
source(s) of the oil. For the purposes of 
this section, hydrogenated vegetable oil 
shall be considered to Include partially 
hydrogenated vegetable oil. 

(4) When antioxidant preservatives 
are used in the finished food, the label 

shall bear the statement M _ 

added as a preservative" or "_ 

added to inhibit rancidity", the blank 
being filled In with the name or names 
of the preservative(s) used. 

(f) The words and statements speci¬ 
fied In paragraph (e> of this section 
showing the optional ingredients pres¬ 
ent shall be listed on the principal dis¬ 
play panel or panels or any appropriate 
information panel without obscuring de¬ 
sign. vignettes, or crowding. The dec¬ 
laration shall appear in conspicuous and 
easily legible letters of boldface print or 
type the size of which shall be not less 
than onc-haU of that required by Part 
101 of this chapter for the statement of 
net quantity of contents appearing on 
the label, but In no case less than one- 
sixteenth of an Inch in height. The en¬ 
tire Ingredient statement shall appear on 
at least one panel of the label. If the 
label bears any pictorial representation 
of the mixture of nuts, it shall depict the 
relative proportions of the nut ingredi¬ 
ents of the food. If the label bears a pic¬ 
torial representation of only one of each 
nut ingredient present, the nuts shall be 
depicted in the order of decreasing pre¬ 
dominance by weight A factual state¬ 
ment that the food does not contain a 
particular nut ingredient or ingredients 
may be shown on the label If the state¬ 
ment Is not misleading and does not re¬ 
sult In an insufficiency of label space for 


the proper declaration of Information 
required by or under authority of the 
act to appear on the labeL 

§ 16-1.120 Shelled nuts in rigid or semi* 
rigid container*, 

(a>-(b) [ReservedI 

(c> Flit of container—(X) The stand¬ 
ard of fill for shelled nuts In rigid or 
semirigid containers is a fill such that 
the average volume of nuts, from the 
number of containers specified In 
S 164.110(d)(1), Is not less than 85 per¬ 
cent of the container volume as deter¬ 
mined by the method In paragraph (c) 
(2) of this section. 

(2) The method for determining the 
percent of fill is as follows; 

<i> For the shelled nuts in each con- 
tamer. determine the loose volume, the 
settled volume, and the average volume 
in cubic centimeters. For the purposes 
of this subparagraph, consider volume in 
milliliters to be numerically equal to 
volume in cubic centimeters. Open the 
container and pour the nuts loosely into 
a vertical graduated cylinder (do not 
tilt> of appropriate size fitted with a 
tunnel which has been modified, if nec¬ 
essary. to provide a minimum opening 
of U*-inch diameter. (If the loose vol¬ 
ume of the nuts is less than 500 milli¬ 
liters. me a 500-railliliter cylinder with 
an inside diameter of approximately 
1% Inches; but if the loose volume is 
500 milliliters or more, use a 1,000-mUii- 
liter cylinder with an inside diameter 
of approximately 2 Ya Inches.) Without 
shaking the cylinder, estimate the loca¬ 
tion of a horizontal plane represent¬ 
ing the average height of the product, 
read the volume of the nuts, and re¬ 
cord as the loose volume. Raise the 
cylinder 2 inches and allow it a free 
vertical drop onto a level, firm, but resil¬ 
ient surface (do not tamp) for a total 
of 5 times and observe the volume as 
above. Repeat in successive five-drop in¬ 
crements until the nuts have so settled 
that the volume decreases less than 2 
percent In the last five-drop Increment. 
Read the last volume in the manner 
described above and record as the set¬ 
tled volume. The arithmetical average 
of the loose volume and the settled vol¬ 
ume equals the average volume of nuts. 

(11) Classify the container by shape 
and determine its volume In cubic centi¬ 
meters according to one of the follow¬ 
ing methods as appropriate: 

(a) For containers of irregular shape. 
Including glass Jars, follow the general 
method for water capacity of containers 
as prescribed in f 130.12(a) of this chap¬ 
ter and determine the container volume, 
considering the water capacity in grams 
to be numerically equivalent to volume 
in cubic centimeters, or the water capac¬ 
ity In ounces (avoirdupois) to be equiva¬ 
lent to 28.35 cubic centimeters per ounce. 

(b) For box-shaped containers (that 
la, with opposite sides parallel), measure 
the Inside height, width, and depth and 
calculate the volume as the product of 
these three dimensions. For such con¬ 
tainers used to enclose vacuum packs 
and containing 4 ounces or less of the 
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product* consider the height to be the 
inside height minus three-eighths inch. 

<c) For cylindrical containers, calcu¬ 
late the container volume In cubic centi¬ 
meters as the product of the height 
times the square of the diameter, both 
measured in inches, times 12.87; or ns 
the product of the height times the 
square of the diameter, both measured in 
centimeters, times 0.7854. For containers 
that do not have Indented ends, use the 
inside height and Inside diameter as the 
dimensions. For metal cans with Indented 
ends (that is, metal cans with ends at¬ 
tached by double seams), consider the 
height to be the outside height at the 
double seam minus three-eighths inch 
(0.953 centimeter) and the diameter to 
be the outside diameter at the double 
seam minus one-eighth inch (0.318 centi¬ 
meter). For fiber-bodied containers with 
indented ends (that Is, fiber-bodied cans 
with metal ends attached by double 
seams), consider the height to be the 
outside height at the double scam minus 
Uiree-eighths inch (0.953 centimeter> 
and the diameter to be the outside 
dbuneter at the double seam minus 
three-sixteenths inch (0.476 centimeter). 

(iil) Calculate the percent fill of the 
container as follows: Divide the average 
volume of nuts found according to para¬ 
graph (c)(2) (!) of this section by the 
appropriate container volume found ac¬ 
cording to paragraph (c) <2> (11) of this 
section and multiply by 100. The result 
shall be considered to be the percent fill 
of the container. 

(3) If shelled nuts fall below the 
standard of fill of container prescribed 
in paragraph (c)(1) of this section, the 
label shall bear the general statement of 
substandard fill specified in 1 130.14(b) 
of this chapter, in the manner and form 
therein specified. 

§ 164.L>0 Pranut butter. 

<a> Peanut butter is the food prepared 
by grinding one of the shelled and 
roasted peanut ingredients provided for 
by paragraph (b) of this section, to which 
may be added safe and suitable season¬ 
ing and stabilizing ingredients provided 
for by paragraph (c) of this section, but 
such seasoning and stabilizing ingredi¬ 
ents do not in the aggregate exceed 10 
percent of the weight of the finished 
food. To the ground peanuts, cut or 
chopped, shelled, and roasted peanuts 
may be added. During processing, the oil 
content of the peanut ingredient may be 
adjusted by the addition or subtraction of 
l*anufc oil. The fat content of the fin¬ 
ished food shall not exceed 55 percent 
when determined as prescribed in section 
“'> 004 Crude Fat—Official First Action . 
paragraph (a) Direct method , in “Offi¬ 
cial Methods of Analysis of the Associa¬ 
tion of Official Agricultural Chemists.** 
10th Edition, page 412. 

(b) The peanut Ingredients referred to 
m paragraph (a) of thk section are: 

(1> Blanched peanuts, in which the 
fierm may or may not be included. 

(2) Unblanched peanuts, including 
the skins and germ. 

(c) The seasoning and stabilizing in- 
Rredients referred to in paragraph (a) 
of this section arc suitable substances 


which are not food additives as defined 
In section 201(a) of the Federal Food. 
Drug, and Cosmetic Act, or if they are 
food additives as so defined, they arc 
used in conformity with regulations es¬ 
tablished pursuant to section 409 of the 
act. Seasoning and stabilizing ingredi¬ 
ents that perform a useful function are 
regarded as suitable, except that arti¬ 
ficial flavorings, artificial sweeteners, 
chemical preservatives, added vitamins 
and color additives are not suitable In¬ 
gredients of peanut butter. Oil products 
used as optional stabilizing ingredients 
shall be hydrogenated vegetable oils. 
For the purposes of this section, hydro¬ 
genated vegetable oU shall be considered 
to Include partially hydrogenated vege¬ 
table oil. 

(d) If peanut butter is prepared from 
unblanched peanuts as specified in para¬ 
graph (b) (2) of this section, the name 
shall show that fact by some such state¬ 
ment as “prepared from unblanched pea¬ 
nuts (skins left on>.“ Such statement 
shall appear prominently and conspicu¬ 
ously and shall be in type of the same 
style and not less than half of the point 
size of that used for the words “peanut 
butter." This statement shall immedi¬ 
ately precede or follow the words “pea¬ 
nut butter." without intervening writ¬ 
ten. printed, or graphic matter. 

(e) The label of peanut butter shall 
name, by their common names, the op¬ 
tional ingredients used, as provided in 
paragraph <c> of this section. If hydro¬ 
genated vegetable oil is used, the label 
statement of optional ingredients shall 

include the words “Hydrogenated__ 

.oil" or "Hardened-- 

oil", the blank being filled in either with 
the names of the vegetable sources of 
the oil or. alternatively, with the word 
“vegetable"; for example. “Hydrogenated 
peanut oil“ or “Hardened peanut and 
cottonseed oils" or “Hydrogenated veg¬ 
etable oil“. 

PART 165—NONALCOHOLIC BEVERAGES 

Subpart A—( Reserved) 

Subpart B—Requirement! for Specific 

Standardized Nonalcoholic Beverage* 

Sec. 

165.175 Sod* water. 

AtrrKomrr: Sees. 401. 701. 52 Stat 1046 m* 
Amended. 1055-1056 m Amended by 70 8t«t. 
919 and 72 Slat. 918 (21 VB C. 541. 371 > un- 
letw otherwise noted 

Subpart A—[Reserved] 

Subpart B—Requirements for Specific 

Standardized Nonalcoholic Beverages 

g 165. 173 Suda wntrr. 

(a> Description . Soda water is the 
class of beverages made by absorbing 
carbon dioxide in potable water. The 
amount of carbon dioxide used is not less 
than that which will be absorbed by the 
beverage at a pressure of one atmosphere 
and at a temperature of 60* F. It either 
contains no alcohol or only such alcohol, 
not In excess of 0.5 percent by weight 
of the finished beverage, as is contributed 
by the flavoring ingredient used. Soda 
water designated by any name which 
includes the word “cola** or “pepper’* 


shall contain caffeine from kola nut ex¬ 
tract and/or other natural caffeine-con¬ 
taining extracts. Caffeine may also be 
added to any soda water. The total caf¬ 
feine content in the finished food shall 
not exceed 0.02 percent by weight. Soda 
water may contain any safe and suitable 
optional Ingredient, except that vltamtns, 
minerals, and proteins added for nutri¬ 
tional purposes and artificial sweeteners 
are not suitable for food cncompasjicd 
by this standard. 

<b> Nomenclature. (1» The name of 
the beverage for which a definition and 
standard of identity is established by this 
section, which is neither flavored nor 
sweetened, is soda water, club soda, or 
plain soda. 


(2) The name of each beverage con¬ 

taining flavoring and sweetening ingredi¬ 
ents shall appear as “_soda** or 

.water** or .carbon¬ 
ated beverage**, the blank to contain 
the word or words that designate the 
characterizing flavor of the soda water 
as prescribed In $ 101.22 of this chapter. 

(3) If the soda water is one generally 

designated by a particular common 
name; for example, ginger ale, root beer, 
or sparkling water, that name may be 
used in lieu of the name prescribed in 
paragraph (b) (1) and (2) of this 


section. For the purposes of this section, 
a proprietary name that Is commonly 
used by the public as the designation of a 
particular kind of soda witter may be 
used in lieu of the name prescribed in 
paragraph (b) (1) and (2) of this 
section. 


<c) Label declaration . Each of the op¬ 
tional Ingredients used shall be declared 
on the label as required by the applicable 
sections of Port 101 of this chapter. 


PART 166—MARGARINE 

Subparl A—General Provision* 

Sac 

8m 

166 40 Labeling o t margarine. 

Subpart B—Requirement* for Specific 
Standardized Margarine 

166.110 Margarine. 

Amfuimr: Sec* 401. 702, 52 Stmt. 1046 M 
amended. 1055-1056 as amended by 70 Stmt. 
919 and 72 Stmt. 948 ( 21 V&.C. 341. 371). un¬ 
it** otherwise noted. 

Subpart A—General Provisions 
§ 166.40 labeling of margarine. 

The Federal Food, Drug, and Cosmetic 
Act was amended by Public Law 459. 8Ut 
Congress i$4 Stat. 20) on colored oleo¬ 
margarine or margarine by adding 
thereto a new* section numbered 407. 
Among other things, this section requires 
that there appear on the label of the 
package the word “oleomargarine" or 
“margarine" in type or lettering at least 
as large as any other type or lettering on 
the label, and a full and accurate state¬ 
ment of all the ingredients contained In 
such oleomargarine or margarine. It 
provides that these requirements '’shall 
be in addition to and not in lieu of any 
of the other requirements of this Act". 

(a) Under section 403(g) of the Fed¬ 
eral Food, Drug, and Cosmetic Act, any 
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article that b> repixaented ae> or purports 
to be oleomargarine or margarine must 
conform to the definition and standard 
of Identity for oleomargarine or marga¬ 
rine promulgated under section 401 of 
the act (Support B of this port), and 
its label must bear the name “oleomar¬ 
garine" or “margarine". 

(b) The identity standard for oleo¬ 
margarine or margarine applies to both 
the uncolored and the colored article. 
Although this standard does not require 
that all permitted optional ingredients 
be declared on the label, the amendment 
to the Federal Food, Drug, and Cosmetic 
Act made by Public Law 459, 81st Con¬ 
gress. requires the labels on packages of 
colored oleomargarine or margarine to 
bear "a full and accurate statement of 
all the ingredients contained In such 
oleomargarine or margarine". The op¬ 
tional ingredients permitted by the 
identity standard for oleomargarine or 
margarine and the names by which we 
believe such ingredients, when present, 
should be declared in order to constitute 
"a full and accurate statement" are set 
forth below: 

(1) The rendered fat or oil, or stearin 
derived therefrom (any or all of which 
may be hydrogenated), of cattle, sheep, 
swine, or goats, or any combination of 
two or more such articles—to be declared 
by the name of the specific animal fat. 
oil, or stearin, for example, "beef fat". 
If the animal fat or oil is hydrogenated 
the name should include the word 
"hydrogenated" or “hardened". Where 
combinations arc used, the names are to 
be arranged in order of predominance, 
with the animal fat. oil. or stearin 
present in greatest proportion named 
first. 

<2) Any vegetable food fat or oil. or 
oil or stearin derived therefrom (any or 
all of which may be hydrogenated), or 
any combination of two or more such 
articles—to be declared by the name of 
the specific vegetable food fat. oil, or 
stearin, for example “cottonseed oil" or 
“soybean oil". If the vegetable fats or 
oils present are hydrogenated, the 
declaration should include the word 
"hydrogenated" or “hardened", for ex¬ 
ample, “hydrogenated cottonseed oil" or 
“hardened cottonseed oil". If two or 
more vegetable food fats or oils are used 
they are to be named in order of pre¬ 
dominance with the one present in 
greatest proportion named first in the 
series, as, for example, “cottonseed oil. 
soybean oil, and corn oil". 

(3) The optional ingredients cream, 
milk, skim milk, nonfat dry milk and 
water, ground soybeans and water, 
butter, and salt should be declared by 
those terms 

(4) Artificial color and artificial flavor 
should be declared as such by the terms 
prescribed in the identity standard for 
oleomargarine or margarine * Subpart B 
of this part). They need not be declared 
additionally by the name? of the specific 
colors or flavors. 

<5) The presence of sodium benzoate 
or benzole add should be declared as 
prescribed by the Identity standard for 
oleomargarine or margarine 


(6) The optional Ingredient vitamin 
A added in an essential carrier should 
be declared as “vitamin A added" or 
“with added vitamin A". 

<7) The optional ingredient vitamin 
D should be declared as “vitamin D 
added*' or “with added vitamin D". 

(8) The optional emulsifying ingredi¬ 
ents lecithin, mono- or diglycerides and 
sodium sulfo-ocetate derivatives of 
mono- or diglycerides should be declared 
by those terms. 

(9) The presence of citric acid,, iso¬ 
propyl citrate, and stearyl citrate should 
be declared as prescribed by the identity 
standard for oleomargarine or mar¬ 
garine. 

(10) The statement of all the ingredi¬ 
ents contained In colored olemargarine 
or colored margarine is subject to the 
requirements pertaining to conspicuous- 
ness in section 403 (f) of the act 

<c) In considering the requirement 
that the word “oleomargarine" or “mar¬ 
garine" be in type or lettering at least as 
large as any other type or lettering on 
the label, it must be borne in mind that 
at least three factors are Involved—the 
height of each letter, the area occupied 
by each letter as measured by a closely 
fitting rectangle drawn around it, and 
the boldness of letters or breadth of the 
lines forming the letters. The type or 
lettering used should meet the following 
tests: 

(1) The height of each letter in the 
word “oleomargarine" or “margarine" 
should equal or exceed the height of any 
other letter elsewhere on the label. 

(2) The area of the closely fitting 
rectangle with respect to any of the let¬ 
ters in the word “oleomargarine" or 
“margarine" should equal or exceed the 
area of such rectangle applied to the 
same or a corresponding letter elsewhere 
on the label. 

(3) The letters in the word “oleomar¬ 
garine" or "margarine" should be equal 
to or exceed in prominence and boldness, 
such as breadth of lines forming the 
letters, the same or corresponding letters 
elsewhere on the label. 

(d) [Reserved! 

(e) The word “oleomargarine" or 
“margarine** (and thus the other infor¬ 
mation called for by the statute) should 
appear on each panel of the package 
label that might reasonably be selected 
by the grocer for display purposes at the 
point of sale. 

(f) The amendment covering colored 
oleomargarine or colored margarine 
states that, “for the purposes of • • • 
section 407 of the Federal Food, Drug, 
and Cosmetic Act, as amended, the term 
oleomargarine’ or ‘margarine’ includes: 
(1) All substances, mixtures, and com¬ 
pounds known as oleomargarine or mar¬ 
garine; (2) all substances, mixtures, and 
compounds which have a consistence 
similar to that of butter and which con¬ 
tain any edible oils or fata other than 
milk fat if made in imitation or sem¬ 
blance of butter". Notwithstanding the 
difference between this definition and 
the definition and standard of identity 
for oleomargarine or margarine promul¬ 
gated under section 491 of the act. it was 


the dear Intent of Congress that any 
article which is represented as or pur¬ 
ports to be oleomargarine or marg&rtiu 
is misbranded if it falls to comply with 
the definition and standard of identity 
for oleomargarine or margarine even 
though It may meet the statutory deftni 
tlon. 

(g) Section 407(a) states that “Col¬ 
ored oleomargarine or colored margorli c 
which Is sold in the same State or Terri¬ 
tory in which it is produced shall be sub¬ 
ject in the some manner and to the 
same extent to the provisions of this act 
as 1/ it had been Introduced In Inter¬ 
state commerce'*. 

(hi Section 407(b)(4) requires that 
each part of the contents of the packanc 
be “contained in a wrapper which beau, 
the word 'oleomargarine* or 'margarine 
in type or lettering not smaller than 20- 
point type". The Food and Drug Ad¬ 
ministration interprets this to mean that 
the height of the actual letters Is no Ic * 
than 20 points, or 20/72 of I Inch. 

(!) The wrappers on the subdivide: 
of oleomargarine or margarine contained 
within the package sold at retail are 
labels within the meaning of section 
201 (k) and shall contain all of the label 
information required by sections 403 and 
407 of the Federal Food. Drug, and Cos¬ 
metic Act, just as in the case of t-pound 
cartons, except that wrappers on the sub¬ 
divisions contained within the retail 
package shall be exempt from the re¬ 
quirements for label declaration of in¬ 
gredients of section 403(g)(2), (l>(2>. 
and (k) of the act when the subdivision 
are securely enclosed within and are not 
intended to be separated from the retail 
package under conditions of retail sale 
the wrappers on the subdivisions ore la¬ 
beled with the statement “This Unit No* 
Labeled For Retail Sale" in type size not 
leas than onc-sixteenth inch In height 
and each multiunit package principal 
display panel is labeled with the state¬ 
ment "Inner Units Not Labeled for Retail 
Sale" in type size not smaller than the 
minimum size required for the declara¬ 
tion of net quantity of contents by 5 101 - 
105 of this chapter. 

(8ec. 407, 04 Stat. 20 (21 UJB.C. 347>.) 

Subpart B—Requirements for Specific 
Standardized Margarine 

§166.110 Margarine. 

(a) Margarine (or oleomargarine i 
the food in plastic form or liquid emul¬ 
sion. containing not less than 80 percent 
fat determined by the method prescribe 
under section 16.163 of the "Indiro 
Method/* "Official Methods of Anal v 
of the Association of Official Analytics 
Chemists." 11th edition 1970/ Margarine 
contains only safe and suitable ingredl' 
ents. It Is produced from one or more oi 
the optional ingredients in paragraph 
(a) (1) of tills section, and one or more 
of the optional ingredients In subpara¬ 
graph (a) (2) of this section, to■wb* r “ 
may be added one or more of the optional 
ingredients in paragraph (b) of this sec¬ 
tion. Margarine contains vitamin A as 
provided for In paragraph (a) (3) of tm? 
section. 
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< i) Edible fats and/or oils, or mixtures 
of these, whose origin is vegetable or 
rendered animal carcass fats, any or all 
of which may have been subjected to an 
accepted process of physico-chemical 
modification. They may contain small 
.imounts of other lipids such as phos- 
phatides, or unsaponiflable constituents 
and of free fatty acids naturally present 
in the fat or oil. 

t2> One or more of the following 
aqueous phase ingredients: 

M* Water and/or milk and or milk 

products. 

Mi’ Suitable edible protein Including, 
but not limited to. the liquid, condensed, 
or dry form of whey, whey modified 
by the reduction of lactase and/or min¬ 
erals. nonlactose containing whey com¬ 
ponents. albumin, casein, caseinate, veg¬ 
etable proteins, or soy protein isolate, in 
amounts not greater than reasonably 
required to accomplish the desired effect. 

till) Any mixture of two or more of 
the articles named under paragraph (a* 
(2) <D and <li> of this section. 

<lv> The ingredients In paragraph 
*a><2> CD* (ill, CUD of this section shall 
be i>asteurized and then may be sub¬ 
jected to the action of harmless bac¬ 
terial starters. One or more of the arti¬ 
cle? designated in paragraph (a><2) CD. 
tin. MID of this section is intimately 
mixed with the edible fat and/or oil in¬ 
gredients to form a solidified or liquid 
emulsion. 

<3* Vitamin A In such quantity that 
the finished margarine contains not less 
than 15.000 international units per 

pound. 

<b> Optional ingredients: (1) Vitamin 
D in such quantity that the finished oleo¬ 
margarine contains not less than 1.500 
International unite of vitamin D per 

pound. 

f2) Salt (sodium chloride): potassium 
chloride for dietary margarine or oleo¬ 
margarine. 

<3> Nutritive carbohydrate sweeteners. 

<4) Emulsifiers including but not lim¬ 
ited to the following within these maxi¬ 
mum amounts in percent by weight of the 
finished food: Mono- and diglycerides of 
fatty acids esterlfled with the following 
Reids; acetic, acetyltartoric. citric, lactic, 
tartaric, and their sodium and calcium 
salts. o.5 percent: such memo- and dl- 
Klycerides in combination with the so¬ 
dium sulfo-acctate derivatives thereof. 
0.5 percent: poly glycerol esters of fatty 
adds, o.5 percent: 1.2-propylene glycol 
«sters of fatty acids, 2 percent: lecithin. 

0 5 percent. 

<5) Preservatives Including but not 
limited to the following within these 
maximum amounts in percent by weight 
°f the finished food: Sorbic acid, benzoic 
acid and their sodium, potassium, and 
calcium salts, individually. 0.1 percent, 
or in combination. 0.2 percent, expressed 
as the acids: calcium disodium EDTA. 
00075 percent, propyl octyl, and do- 
dAcyl galiates. BUT. BHA. ascorbyl pal¬ 
pitate, ascorbyl stearate, all Individually 
or in combination. 0.02 percent, stearyl 
curate. 0.15 percent; isopropyl citrate 
mixture. 0.02 percent. 

Color additives. For the purpose 
of this subparagraph, provitamin A 


(beta-carotene) shall be deemed to be a 
color additive. 

(7) Flavoring substances. If the fla¬ 
voring ingredients impart to the food a 
flavor other than in semblance of butter, 
the characterizing flavor shall be de¬ 
clared as part of the name of the food 
in accordance with ft 101.22 of this 
chapter. 

(ID Acidu1 tints. 

«9> Alkolizers. 

<c> The name of the food for which 
a definition and .standard of identity are 
prescribed in this section is “margarine" 
or "oleomargarine". 

<di Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. For the purposes 
of this section the use of the term •’milk" 
unqualified means milk from cows. If 
any milk other than cow's milk is used 
in whole or in part, the animal source 
shall be identified in conjunction with 
the word milk in the ingredient state¬ 
ment Colored margarine shall be subject 
to the provisions of section 407 of the 
Federal Food. Drug, and Cosmetic Act as 
amended. 

PART 168—SWEETENERS AND TABLE 
SIRUPS 

Subpart A—J Reserved | 

Subpart 8—Requirement* for Specific 

Stamla/dKed Sweetener* end Table Strop* 

Sec. 

108 110 Dextrose anhydrous 
108.111 Dextrose monohydrate. 

108.120 Olucose sirup. 

108.121 Dried glucose sirup. 

168122 Lactose. 

168.130 Cane sirup. 

168.140 Maple sirup 
168.ICO Sorghum sirup. 

168 180 Table sirup. 

Autmoiutt: 8eca. 401. 701. 52 fitat 1046. 
as amended, 1055-1050. as amended by 70 
SUL 019 and 72 8tat. 048 (2! U8.C 341. 371 > 

Subpart A—{Reserved] 

Subpart B—Requirements for Specific 
Standardized Sweeteners and Table Sirups 

§ 168.1 10 Drx Irosc a tilt * droii*. 

<a> Dextrose anhydrous is purified 
and crystallized D-glucose without water 
of crystallization and conforms to the 
specifications of 5 168.111. except that the 
total solids content is not less than 98.0 
percent m/m. 

<b) The name of the food is "Dextrose 
anhydrous" or "Anhydrous dextrose". 

§ 168.11 I Dextrose nionoliyclmtr. 

fa) Dextrose monohydrate is purified 
and crystallized D-glucose containing 
one molecule of water of crystallization 
with each molecule of D-glucose. 

fb> The food shall meet the following 
specifications: 

(1) The total solids content is not less 
than 90.0 percent mass/mass (m/m>, 
and the reducing sugar content (dextrose 
cquivalenti. expressed as D-glucose, is 
not less than 99.5 percent m'm calcu¬ 
lated on a dry basis. 

(2> The sulfated ash content is not 
more than 0.25 percent m/m (calculated 
on a dry basts), and the sulfur dioxide 
content is not more than 20 mg/kg. 


<c> The name of the food is "Dextrose 
monohydrate" or Dextrose". 

<d> For purposes of this section, the 
methods of analysis to be used to deter¬ 
mine if the food meets the specifications 
of paragraph (b)(1) and (2i of this sec¬ 
tion are the following sections In "Official 
Methods of Analysis of the Association 
of Official Analytical Chemists." lltU 
Ed.. 1970/ 

(1) Total solids content. 31.005. 

(2> Reducing sugar content. 31/212 ■ a). 

(3! Sulfated ash content. 31.208. 

<4> Sulfur dioxide content. 20.090- 
20.095. 

§ 108.120 (•luroM* *irti|». 

<&) Glucose sirup is the purified, con¬ 
centrated, aqueous solution of nutritive 
saccharides obtained from edible starch. 

(b> The food shall meet the following 
specifications: 

< i) The total solids content is not less 
than 70 0 percent mass^maas <m/m>, 
and the reducing sugar content (dex¬ 
trose equivalent!, expressed as D-glu¬ 
cose. is not less than 20.0 percent m/m 
calculated on a dry basis. 

(2) The sulfated ash content is not 
more than 1.0 percent m/m (calculated 
on a dry basis), and the sulfur dioxide 
content is not more than 40 mg/kg. 

<c> Tile name of the food is "Glucose 
sirup”. When the food is derived from a 
specific type of starch, the name may 

alternatively be "_sirup", the 

blank to be filled in with the name of 
the starch. For example, “Com sirup". 

4 Wheat sirup". "Tapioca sirup". When 
the starch is derived from sorghum 
grain, the alternative name of the food 
is "Sorghum grain sirup*. The word 
"sirup" may* also be spelled "syrup". 

<d> For purposes of this section, the 
methods of analysis to be used to deter¬ 
mine if a food meets the specifications 
of paragraph (bMl> and (2> of this sec¬ 
tion are the following sections in "Offi¬ 
cial Methods of Analysis of the Associa¬ 
tion of Official Analytical Chemists". 
11th Ed.. 1970: 1 

< 1 • Total solids content. 31.200-31.201. 

(2! Reducing sugar content. 31.212* a >. 

«3» Sulfated ash content, 31.208. 

(4> Sulfur dioxide content. 20 090- 
20.095. 

§ 168.121 Dri«*d kIiii'om* *irup. 

«a> Dried glucose sirup is glucose 
simp from which the w’ater lias been 
partially removed and conforms to the 
specifications of § 168120. except that: 

(1) The total solids content is not less 
than 90.0 percent m/m when the reduc¬ 
ing sugar content (dextrose equivalent), 
expressed as D-glucose, is not less than 
88.0 percent m/m. calculated on a dry 
basis; or 

(2> The total solids content is not less 
than 93.0 percent m/m when the reduc¬ 
ing sugar content, (dextrose equivalent) 
expressed as D-glucose, is less than 88.0 
percent m/m. calculated on a dry hash. 

• b> The name of the food is "Dried 
glucose simp" or "Glucose simp solids". 


9 Copies may be obtained from: Association 
of Official Analytical Chemists, PO. Box 54o, 
Benjamin Franklin Station. Washington, D a 
20044 
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When the food if. derived from a specific 
type of starch, the name may alterna¬ 
tively be “Dried —.simp" or 

"_sirup solids ', the blank to 

be filled In with the name of the starch; 
for example, 'Dried corn sirup'*, “Corn 
sirup solids", Dried wheat sirup". 
“Wheat sirup solids", “Dried tapioca 
sirup". “Tapioca sirup solids". When the 
starch is derived from sorghum grain, 
the alternative name of the rood is 
“Dried sorghum grain sirup" or “Sor¬ 
ghum grain sirup solids". The word "sir¬ 
up" may also be spelled “syrup". 

§ 168.122 

(a) Lactose is the carbohydrate nor¬ 
mally obtained from whey. It may be an¬ 
hydrous or contain one molecule of water 
of crystallization or be a mixture of both 
forms. 

<b> The food shall meet the following 
specifications: 

(1) The lactose content is not less than 
1>9.0 percent, mass over mass (m/m), 
calculated on a dry basis. 

(2) The uulfatcd ash content Is not 
more than 0.3 percent, m/m. calculated 
on a dry basis. 

(3> The pH of a 10.0 percent m/m. 
solution is not less than 4.5 nor more 
than 7.0. 

(4) The loss on drying for 16 hours at 
120" C is not more than 6.0 percent, m/m. 

<c> The name of the food Is “Lactose" 
or, alternatively, "Milk sugar". 

(d) (1) The methods of analysis to be 
used to determine whether the food 
meets the requirements of paragraph <b) 
<1). (2). and (3) of this section are the 
following sections in “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists." 12th ed., 1975:* 

(i) Lactose content, section 31.062. 
(ti) Sulfa ted ash content, section 31.- 
014. 

<iii> pH, section 14.032, except that a 
10.0 percent m/m. solution of lactose 
in water is used for the determination. 

(21 The method of analysis to be used 
to determine if the food meets the re¬ 
quirement of paragraph (b)(4) of this 
section is the following: Loss on drying 
at 120“ C. “United 8tates Pharmaco¬ 
peia." 18th Revision. 1970. pages 358 and 
935. 

§ 168.130 Cane sirup* 

(a) Cane sirup is the liquid food 
delived by concentration and heat treat¬ 
ment of the juice of sugarcane \Saccha - 
rum offlcinarum L.) or by solution in 
water of sugarcane concrete made from 
such juice. It contains not less than 74 
percent by weight of soluble solids 
derived solely from such Juice. The con¬ 
centration may be adjusted with or with¬ 
out added water. It may contain one or 
more of the optional ingredients pro¬ 
vided for in paragraph (b) of tills sec¬ 
tion. All ingredients from which the food 
is fabricated shall be safe and suitable. 

«b) The optional ingredients that may’ 
be iwed in cane sirup are: 

(1) Salt. 

(2) Preservatives. 

*3) Defoaming agents. 

(c) The name of the food is “Cane 
sirup" or "Sugar cane sirup" Alterna¬ 


tively, the word “simp" may be spelled 
“syrup** 

(d> Each of the optional Ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter, 

§ 168.110 Maple Mr up. 

(a) Maple sirup is the liquid food de¬ 
rived by concentration and heat treat¬ 
ment of the sap of the maple tree ( Acer) 
or by solution in water of maple sugar 
(maple concrete) made from such sap. 

It contains not less than 66 percent by 
weight of soluble solids derived solely 
from such sap. The concentration may¬ 
be adjusted with or without added water. 

It may contain one or more of the op¬ 
tional Ingredients provided for in para¬ 
graph (b) of this section. All ingredients 
from which the food is fabricated shall 
be safe and suitable. 

<b> The optional ingredients that may 
be used in maple sirup are: 

(1) Salt. 

<2) Chemical preservatives. 

(3) Defoaming agents. 

<c) The name of the food Is "Maple 
sirup". Alternatively, the word “simp" 
may be spelled “syrup". 

(d) Each of the optional Ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. 

§168.160 Sorghum ulrup. 

(a) Sorghum sirup is the liquid food 
derived by concentration and heat treat¬ 
ment of the Juice of sorghum cane (sor- 
gos) (Sorghum vuloare) . It contains not 
less than 74 percent by weight of soluble 
solids derived solely from such Juice. 
The concentration may be adjusted with 
or without added water. It may contain 
one or more of the optional ingredients 
provided for in paragraph (b) of this 
section. All ingredients from which the 
food is fabricated shall be safe and 
suitable. 

(b) The optional ingredients that may 
be used in sorghum simp are: 

(1) Salt. 

(2) Chemical preservative* 

(3) Defoaming agents. 

(4) Enzymes. 

(5) Anticrystallizing agents. 

(6) AntisoUdifylng agents. 

rc) The name of the food is “Sorghum 
sirup" or “Sorghum". Alternatively, the 
word “sirup" may be spelled “syrup". 

(d) Each of the optional ingredients 
used shall be declared on the label os 
required by the opplicable sections of 
Part 101 of this chapter 

§ 168.180 Tnbie drop. 

(a) Table simp is the liquid food con¬ 
sisting of one or more of the optional 
sweetening ingredients provided for in 
paragraph (b)(1) of this section. The 
food contains not less than 65 percent 
soluble sweetener solids by weight and 
is prepared with or without added water. 
It may contain one or more of the op¬ 
tional ingredients prescribed in para¬ 
graphs (b) (2) through (12) of this sec¬ 
tion. All ingredients from which the food 
is fabricated shall be safe and suitable. 


(Vitamins, minerals, and protein addeo 
for nutritional purposes and artlficPd 
sweeteners are not considered to be suit - 
able Ingredients for this food.) 

(b) The optional ingredients that mn: 
be used in table sirup are: 

(1) One or more of the nutritive car 
bohydrate sweeteners provided for In thh 
paragraph (b)(1). When a sweetenu 
provided for in paragraph (b)(1) (i) or 
<ii) of tills section is used It shall con 
stitute not less than 2 percent by weight 
of the finished food. 

(1) The sirups IdentiAed by II 168.130 
168.140, and 168.160. except that the uj* 
of any such Ingredient is so limited that 
the finished food docs not meet the re¬ 
quirement prescribed for any sirup by 
|| 168.130. 168.140. or 168.160. 

(11) Honey. 

Oil) Other nutritive carbohydrau 
sweeteners. 

(2) Butter, in a quantity not k? 
than 2 percent by weight of the finished 
food. 

(3) Edible fata and oils, except that, 
In products designated as "butterr^ 
sirups", butter as provided for in para¬ 
graph (b) (2> of this section is the only 
fat that may be used. 

(4) Emulsifiers or stabilizers or both 

(5) Natural and artificial flavoring 
either fruit or nonfruit, alone or in car¬ 
riers. 

(6) Color additives. 

(7) Salt. 

(8) Chemical preservatives. 

(9) Viscosity adjusting agent* 

(10) Acidifying, alkalizing, or bwir¬ 
ing agents. 

(11) Defoaming agents. 

(12) Any other ingredient a 
shredded coconut, ground orange pec! 
that is not Incompatible with other In¬ 
gredients in the food. 

(c) Except as provided for in this 

paragraph and in paragraph (d> (2‘ and 

(3) of this section, the name of the fooa 
la “Table sirup". "Sirup". "Panea ’ 
sirup", "Waffle sirup", “Pancake and waf¬ 
fle sirup", or "__ sirup ’, the 

blank being filled in wlUi the word or 
words that designate the sweetening in¬ 
gredient that characterizes the food 
except “maple", "cane", or "sorghum 
alone, such sirups being required to com 
ply in all respects with 51 168.130.168 m* 
and 168.160. respectively, and in the com* 
of more than one sweetening Ingredient 
in descending order of predominance by 
weight in the food. The type shall be oj 
uniform style and size. 

(1) When one of the sweeteners cornu 
tutes at least 80 percent of the tot a. 
sweetener solids, the name of the food 
may be designated as the correspondii u* 
sirup, for example, "Com •’sirup", pro¬ 
vided that the name is immediate 
and conspicuously followed, without 
intervening written, printed, or graphic 
matter, by the statement "with 

__ “ as part of the name, the 

blank being filled in with the name oi 
names of each additional sweetening in¬ 
gredient present, stated in a clear legion 
manner in letters of uniform style ww 
size not less than one-half the height OJ 
nor larger than, the letters used in (he 
name of the principal sweetener 
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<2) When butter is used, as provided 
for In paragraph (b) (2) of this section, 
the name of the food may be “Buttered 

- M , the blank being filled in 

with the name otherwise prescribed in 
tills paragraph. The percentage by 
weight of butter present shall be declared 
part of the name of the food as pre¬ 
scribed by Part 102 of tills chapter. 

»3> Alternatively, the word "sirup" 
may be spelled “syrup**. 

<dHl> Each of the optional ingredi¬ 
ent* used shall be declared on the label 
a* required by the applicable sections of 
Part 101 of this chapter. 

• 2) A statement (other than in the in¬ 
gredient listing) or a vignette identifying 
a flavor may be included on the label 
only If such flavor contributes the pri¬ 
mary recognisable flavor that character¬ 
izes the sirup. When maple, honey, or 
both maple and honey are represented as 
the characterizing flavors, the total 
quantity of maple sirup or honey, singly, 
or of maple sirup and honey in combi¬ 
nation. shall be not less than 10 percent 
by weight of the finished food. The pres¬ 
ence of any natural or artificial flavor in 
the food shall be declared on the label 
as prescribed by the applicable sections 
of Part 101 of this chapter. 

(3) The percentage of any optional In¬ 
gredient used shall be declared as part of 
the name of the food as prescribed by 
Part 102 of this chapter when all of the 
following conditions apply to the use of 
the ingredient: 

<1* It Is one of the characterizing in¬ 
gredients permitted by paragraph (b) 

♦ 1) and <li) of this section. 

ill) The ingredient Is either named on 
Uie label other than in the list of Ingre¬ 
dients or is suggested by vignette or 
other labeling. 


PART 169—FOOD DRESSINGS AND 
FLAVORINGS 

Sobptrt A—General Provision* 

Sec 

1693 Definitions. 

Subpart B—Requirement* for Specific 
Standardized Food Dr***lngt and Flavoring* 

169.116 French drttelng 
160 140 Mayonnaise 
169 150 Salad draBMntr 
169.175 Vanilla extract. 

169.178 Concentrated vanilla extract 

169.177 Vanilla flavoring. 

109.178 Concentrated vanilla flavoring. 
1G0.I79 Vanilla powder. 

169.180 Vanllla-vanUIln extract. 

169.181 Vanilla-vanillin flavoring 
160.183 Vantlla-vanUUn powder. 

Authority: Seen 401, 701, 52 Stat. 1040 a* 
amended, 1055-1056. os amended by 70 Stat 
019 (21 t7.8.C. 341, 371) unless otherwise 

noted 

Subpart A—General Provisions 
ft 169.3 Definition*. 

For the purposes of this part: 
a* The term “vanilla beam" means 
hie properly cured and dried fruit pods 
Vanilla plani/olia Andrews and of 
will a tahitensis Moore . 

'b* The term “unit weight of vanilla 
0 ‘’ns' means, in the case of vanilla 
i»un containing not more than 25 per- 
m moisture, 13.35 ounces of such 


beans; and. in the case of vanilla beans 
containing more than 25 percent mois¬ 
ture. It means the weight of such beans 
equivalent In content of moisture-free 
vanilla-bean solids to 13.35 ounces of 
vanilla beans containing 25 percent 
moisture. <For example, one unit weight 
of vanilla beans containing 33.25 per¬ 
cent moisture amounts to 15 ounces.) 
The moisture content of vanilla beans 
Is determined by the method prescribed 
in Official Methods of Analysis of the 
Association of Official Agricultural 
Chemists. Ninth Edition. 1960, sections 
22.004 and 22.005 I Ed. note, 10th edition. 
1965. p. 327. secs. 22.004. 22.005). except 
that the toluene used is blended with 20 
percent by volume of benzene and the 
total distillation time la 4 hours. To pre¬ 
pare samples for analysis, the pods are 
chopped into pieces approximately V4- 
inch in longest dimension, using care to 
avoid moisture change. 

(c> The term “unit of vanilla constit¬ 
uent’* means the total sapid and odorous 
principles extractable from one unit 
weight of vanilla beans, as defined in 
paragraph (b) of this section, by an 
aqueous alcohol solution In which the 
content of ethyl alcohol by volume 
amounts to not less than 35 percent. 

Subpart B—Requirements for Specific 
Standardized Food Dressings and Flavor* 
ings 

§ 169.113 French dreeing. 

(a> Description. French dressing is the 
separable liquid food or the emulsified 
viscous fluid food prepared from vege¬ 
table oil(s> and one or both of the acidi¬ 
fying ingredients specified In paragraph 

(b) of this section. One or more of the 
ingredients specified In paragraph (c) of 
this section may also be used. The vege¬ 
table oil (s i used may contain an option¬ 
al crystallization Inhibitor as specified in 
paragraph fc) (11) of this section. All 
the Ingredients from which the food is 
fabricated shall be safe and suitable. 
French dressing contains not less than 
35 percent by weight of vegetable oil. 
French dressing may be mixed and 
packed in an atmosphere In which air 
is replaced In whole or in part by carbon 
dioxide or nitrogen. 

(b> Acidifying ingredients. (1) Any 
vinegar or any vinegar diluted with 
water, or any such vinegar or diluted 
vinegar mixed with an optional acidify¬ 
ing ingredient os specified In paragraph 

(c) (9i of this section. For the purpose 
of this paragraph, any blend of two or 
more vinegars is considered to be a 
vinegar. 

(2) Lemon Juice and/or lime Juice in 
any appropriate form, which may be di¬ 
luted with water. 

<c) Other optional ingredients. The 
following optional Ingredients may also 
be used: 

<1> Salt. 

• 2) Nutritive carbohydrate sweeten¬ 
ers. 

< 3) Spices and/or natural flavorings. 

(4 > Monosodium glutamate. 

(5) Tomato paste, tomato puree, cat¬ 
sup. sherry wine. 

<6> Eggs and ingredients derived from 
eggs. 
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(7> Color additives that will Impart 
the color traditionally expected. 

< 8 > Stabilizers and thickeners to which 
calcium carbonate or sodium hexameta- 
phosphate may be added. Dioctyl sodium 
sulfosuccinatc may be added In accord¬ 
ance with i 172.810 of this chapter. 

<9) Citric and/or malic acid, in an 
amount not greater than 25 percent of 
the weight of the acids of the vinegar 
or diluted vinegAr calculated as acetic 
acid. 

(10 > Sequent rant (s>, including but not 
limited to calcium disodium EDTA (cal¬ 
cium disodium ethylenediaminetetra- 
acetatc) and/or dlsodlum EDTA <dlso- 
dlum ethylenedlamlnctetraacetate), may 
be used to preserve color and/or flavor. 

(W Crystallization inhibitors, in¬ 
cluding but not limited to oxystearin. 
leetthin. or polyglycerol esters of fatty 
acids. 

<d) Nomenclature. The name of the 
food is “French dressing". 

<e« Label declaration of ingredients . 
Each of the ingredients used In the food 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter. 

§ 169.110 MioonimtM*. 

<a> Description . Mayonnaise, mayon¬ 
naise dressing, is the emulsified semisolid 
food prepared from vegetable oll(s), one 
or both of the acidifying ingredients 
specified in paragraph <b) of this section, 
and one or more of the egg yolk-contaln- 
ing Ingredients specified In paragraph 
(c) of this section. One or more of the 
ingredients specified in paragraph <d) of 
this section may also be used. The vege¬ 
table oll(s i used may contain an optional 
crystallization inhibitor os specified in 
paragraph (d) (7) of this section. All the 
ingredients from which the food Is fab¬ 
ricated shall be safe and suitable. 
Mayonnaise contains not less than 65 
percent by weight of vegetable oil. 
Mayonnaise may be mixed and packed 
In an atmosphere in which air Is replaced 
in whole or in part by carbon dioxide or 
nitrogen. 

<t» Acidifying ingredients . (1) Any 
vinegar or any vinegar diluted with water 
to an acidity, calculated as acetic add, of 
not less than 2*4 percent by weight, or 
any such vinegar or diluted vinegar 
mixed with an optional acidifying ingre¬ 
dient as specified in paragraph (d) (6) of 
this section. For the purpose of this para¬ 
graph. any blend of two or more vinegars 
is considered to be a vinegar. 

<2) Lemon Juice and/or lime Juice in 
any appropriate form, which may be 
diluted with water to an acidity, calcu¬ 
lated as citric acid, of not less than 2 1 ^ 
percent by weight. 

<c> Egg yolk •containing ingredients. 
Liquid egg yolks, frozen egg yolks, dried 
egg yolks, liquid whole eggs, frozen 
whole eggs, dried whole eggs, or any one 
or more of the foregoing ingredients 
Usted in this paragraph with liquid egg 
white or frozen egg white. 

<d) Other optional ingredients. The 
following optional Ingredients may also 
be used: 

(1) Salt. 

<2> Nutritive carbohydrate sweeteners. 
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<3) Any spice (except saffron or tur¬ 
meric) or natural flavoring, provided it 
does not Impart to the mayonnaise a 
color simulating the color imparted by 
egg yolk. 

(4) Monosodium glutamate. 

• 5/ Sequestrant(s). including but not 
limited to calcium disod turn EDTA (cal¬ 
cium cl Lh odium cthylencdinmineietra- 
acelate) and or disodium EDTA (diso¬ 
dium ethylencdiamlnetetraacetate). may 
be used to preserve color and /or flavor. 

• 6) Citric and/or malic acid in an 
amount not greater than 25 percent of 
the weight of the acids of the vinegar or 
diluted vinegar, calculated as acetic acid. 

(7) Crystallization Inhibitors, includ¬ 
ing but not limited to oxystearin. lecithin, 
or polyglycerol esters of fatty acids. 

»e> Nomenclature. The name of the 
food is “Mayonnaise” or "Mayonnaise 
dressing'. 

<f> Label declaration of ingredients . 
Each of the ingredients used in the food 
shall be declared on the label ns required 
by the applicable sections of Part 101 of 
this chapter. 

§ 169.150 Salat! clrrsMiifj. 

(a) Description . Salad dressing is the 
emulsified semlsolid food prepared from 
vegetable oilts). one or both of the acidi¬ 
fying ingredients specified In paragraph 
<b> of this section, one or more of the 
egg yolk-containing ingredients specified 
in paragraph (c) of this section, and a 
cooked or partly cooked starchy paste 
prepared as specified in paragraph <d> 
of this section. One or more of the in¬ 
gredients in paragraph (e) of this sec¬ 
tion may also be used. The vegetable 
oiKs) used may contain an optional crys¬ 
tallization inhibitor as specified In para¬ 
graph <e> (8) of this section. All the in¬ 
gredients from which the food !s fabri¬ 
cated shall be safe and suitable. Salad 
dressing contains not less than 30 per¬ 
cent by weight of vegetable oil and not 
less egg yolk-containing ingredient than 
is equivalent in egg yolk solids content to 
4 percent by weight of liquid egg yolks 
Salad dressing may be mixed and packed 
in an atmosphere in which air is replaced 
in whole or in part by carbon dioxide or 
nitrogen. 

<b) Acidifying ingredients . il> Any 
vinegar or any vinegar diluted with 
water, or any such vinegar or diluted 
vinegar mixed with an optional acidify¬ 
ing ingredient as specified in paragraph 

(e)(6) of this section* For the purpose 
of this paragraph, any blend of two or 
more vinegars is considered to be a 
vinegar. 

<2) Lemon Juice and/or lime Juice in 
any appropriate form, which may be 
diluted with water. 

<C> Egg yolk-containing ingredients. 
Liquid egg yolks,, frozen egg yolks, dried 
egg yolks, liquid whole eggs, frozen whole 
eggs, dried whole eggs, or any one of 
more of the foregoing ingredients listed 
in this paragraph with liquid egg white 
or frozen egg white. 

«d> Starchy paste . It may be prepared 
from a food starch, food starch-modified, 
tapioca flour, wheat flour, rye flour, or 
any two or more of these. Water may be 
added in the preparation of the paste. 
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(e) Other optional ingredients. The 
following optional ingredients may also 
be used. 

(1) Salt. 

<2) Nutritive carbohydrate sweeteners. 

(3> Any spice (except saffron or tur¬ 
meric) or natural flavoring, provided it 
does not impart to the salad dressing a 
color simulating the color imparted by 
egg yolk. 

• 4 • Monosodium glutamate. 

Stabilizers and thickeners Dioctyl 
sodium sulfosucclnate may be added in 
accordance with i 172.810 of this chapter 

<8) Citric and/or malic acid may be 
used In an amount not greater than 25 
percent of the weight of the acids of the 
vinegar or diluted vinegar calculated as 
acetic acid. 

(7) Sequestrant(s), Including but not 
limited to calcium disodium EDTA (cal¬ 
cium dlsodlum ethylenediaminetctroace- 
tate) and or disodium EDTA (disodlum 
©thylenediaminetetraactetate), may be 
used to preserve color and 'or flavor. 

(8) Crystallization Inhibitors, includ¬ 
ing but not limited to oxystearin. leci¬ 
thin, or polyglycerol esters of fatty acids. 

(f) Nomenclature. The name of the 
food is **8alnd dressing". 

(g) Label declaration of optional in¬ 
gredients. Each of the Ingredients used 
m the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter. 

§ 169.175 Vanilla rxtrm-t. 

(g) Vanilla extract is the solution in 
aqueous ethyl alcohol of the sapid and 
odorous principles extractable from va¬ 
nilla beans. In vanilla extract the con¬ 
tent of ethyl alcohol is not less than 35 
percent by volume and the content of 
vanilla constituent, as defined in I 169.3 
(c>, is noLJcss than one unit per gallon 
The vanilla constituent may be extracted 
directly from vanilla beans or it may be 
added in the form of concentrated va¬ 
nilla extract or concentrated vanilla 
flavoring or vanilla flavoring concen¬ 
trated to the semisolid form called va¬ 
nilla oleoresin. Vanilla extract may con¬ 
tain one or more of the following optional 
ingredients: 

•1> Glycerin. 

(2) Propylene glycol. 

(3) Sugar < including invert sugar >. 

<4) Dextrose. 

«5> Corn sirup «Including dried com 
sirup.). 

<b> (1) The specified name of the food 
is "Vanilla extract*’ or "Extract of va¬ 
nilla”. 

<2> When the vanilla extract is made 
in whole or in part by dilution of vanilla 
oleoresin. concentrated vanilla extract, 
or concentrated vanilla flavoring, the 
label shall bear the statement "Made 

from_ M or "Made in part from 

.the blank being filled in 

with the name or names "vanilla oleo- 
reMn”. "concentrated vanilla extract", or 
“concentrated vanilla flavoring", as ap¬ 
propriate. If the article contains two or 
more units of vanilla constituent, the 
name of the food shall include the desig¬ 
nation "_fold", the blank being 

filled in with the whole number • disre¬ 
garding fractions) expressing the num¬ 
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ber of unite of vanilla constituent p,r 
gallon of the article. 

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary* condi¬ 
tions of purchase, the labeling required 
by paragraph (b> <2) of this section shnil 
immediately and conspicuously precede 
or follow such name, without Intervening 
written, printed, or graphic matter 

§ 169.176 Ihnrcntratcd vanilla e\tr;«-1. 

(a) Concentrated vanilla extract con¬ 
forms to the definition and standard of 
identity and is subject to any require¬ 
ment for label statement of optional in¬ 
gredients prescribed for vanilla extract 
by i 169.175, except that it is concen¬ 
trated to remove part of the solvent, and 
each gallon contains two or more units, 
of vanilla constituent as defined in 
I 1695(c). The content of ethyl alcohol 
is not less than 35 percent by volume 

<b> The specified name of the food is 

Concentrated vanilla extract - _- 

fold" or *•_fold concentrated 

vanilla extract", the blank being filled 
in with the whole number (dlsregaiding 
fractions) expressing the number of 
units of vanilla constituent per gallon 
of the article. <F*>r example. "Cor.* fil¬ 
trated vanilla extract 2-fold".) 

§ 169.177 Vanin* flat urines. 

<&J Vanilla flavoring conform* to the 
definition and standard of identity and 
is subject to any requirement for label 
statement of optional ingredients pre¬ 
scribed for vanilla extract by f 169 175. 
except that Its content of ethyl alcohni is 
less than 35 percent by volume. 

«b) The specified name of the food is 
“Vanilla flavoring". 

§ 169.178 Concentrated >uuilLi 
ing. 

(a) Concentrated vanilla flavoring 
conforms to the definition and standard 
of identity and Is subject to any require¬ 
ment for label statement of optional in¬ 
gredients prescribed for vanilla flavoring 
by f 169.177, except that it Is concen¬ 
trated to remove part of the solvent, and 
each gallon contains two or more units 
of vanilla constituent as defined in 
f 169.3(c). 

ib) The specified name of the foou 
Is "Concentrated vanilla flavorin 
..Told" or ”_fold con¬ 
centrated vanilla flavoring”, the blan* 
being filled in with the whole number 
(disregarding fractions) expressing the 
number of units of vanilla constituent 
per gallon of the article. (For example. 
"Concentrated vanilla flavoring 3-fold" 1 

g 169,179 Vanilla ponder. 

• a) Vanilla powder Is a mixture of 
ground vanilla beans or vanilla oleoresin 
or both, with one or more of tlie follow- 
lng optional blending Ingredients 

(1» Sugar. 

(2) Dextrose. 

«3) Lactose. 

• 4) Food starch (including food 
starch-modifled os prescribed in 
f 172.892 of this chapter >. 

• 5) Dried com sirup. 

• 6* Gum acacia. 
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Vnnilla powder may contain one or any 
mixture of two or more of the anticaking 
ingredients specified in paragraph (b) 
of this section, but the total weight of 
any such ingredient or mixture is not 
more than 2 percent of the weight of the 
finished vanilla powder. Vanilla powder 
contains in each 8 pounds not less than 
one unit of vanilla constituent, as de¬ 
fined in $ 169.3(c). 

<b) The anticaking ingredients re¬ 
ferred to in paragraph (a) of this section 

are: 

< 1 • Aluminum calcium silicate. 

• 2 - Calcium silicate. 

* 3 * Calcium stearate. 

*4) Magnesium silicate. 

(5) Tricalclum phosphate. 

*0(1) The specified name of the food 

Is "Vanilla powder_fold" or 

*’-fold vanilla powder", except 

that if sugar is the optional blending in¬ 
gredient used, the word "sugar" may re¬ 
place the word "powder". The blank in 
the name is filled in with the whole num¬ 
ber (disregarding fractions) expressing 
the number of units of vanilla constitu¬ 
ent per 8 pounds of the article. How¬ 
ever. if the strength of the article Is less 

than 2-fold, the term "_fold" 

is omitted from the name. 

<2) The label of vanilla powder shall 
bear the common names of any of the 
optional ingredients specified in para¬ 
graphs (a) and (b) of this section that 
arc used, except that where the alterna¬ 
tive name "Vanilla sugar" is used for 
designating the food It Is not required 
that sugar be named as an optional 
ingredient. 

<3» Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi¬ 
tions of purchase, the labeling required 
k .P^raph (c) (2) of this section 
1 j ! l immediately and conspicuously pre¬ 
cede or follow such name, without inter¬ 
vening written, printed, or graphic 
matter. 

§ 169.180 Yunillu-turiilliti rxtrarl. 

a) VanlUa-vanUlln extract conforms 
tu the definition and standard of Iden- 
tit j and Is subject to any requirement for 
wbel statement of optional ingredients 
PD-scribed for vanilla extract by t 169 - 
1 lS except that for each unit of vanilla 
constituent, as defined in f 169.3(c). con¬ 
fined therein, the article also contains 
not more than 1 ounce of added vanillin. 

( b) The specified name or the food 
J* Wnllla-vanUlin extract.. 

ov '* T-'' ■ „ - - fold vanilla-vanillin 

ostroct . followed immediately by the 
statement “contains vanillin, an arti- 
JJ™ flavor «or flavoring The blank 
n .mil nru ” e 18 fl,led ln with the whole 
n^" t t er 1 (du ' r W»rdine fractions* ex- 
I resting the sum of the number of units 
' constituent plus the number 

tL ^*, of added vanillin per gaUon of 
ne article However. If the strength 
nL lh ?. ftr,ic| c is less than 2-fold, the 
the name"- from 


and is subject to any requirement for 
label statement of optional ingredients 
prescribed for vanilla-vanillin extract by 
l 169.180. except that its content of ethyl 
alcohol is less than 35 percent by volume, 
(b) The specified name of the food Is 

"Vanilla-vanillin flavoring _ 

fold" or __fold vanilla-vanil¬ 

lin flavoring", followed immediately by 
the statement "contains vanillin, an arti¬ 
ficial flavor <or flavoring)". The blank 
in the name is filled in with the whole 
number (disregarding fractions) ex¬ 
pressing the sum of the number of units 
of vanilla constituent plus the number 
of ounces of added vanillin per gallon 
of the article. However, if the strength 
of the article is less than 2-fold, the 

term "... -fold" is omitted from 

the name. 


§ 160.182 Yiinill.i-\.milltii povtdrr. 

(a) Vanilla-vanillin powder conforms 
to the definition and standard of identity 
and is subject to any requirement for 
label statement of optional ingredients 
prescribed for vanilla powder by 
I 169.179. except that for each unit of 
vanilla constituent as defined in i 169.3 
<c) contained therein, the article also 
contains not more than 1 ounce of added 
vanillin. 

<b) The specified name of the food is 

"Vanilla-vanillin powder _ 

fold" or "..fold vanilla-vanillin 

powder", followed immediately by the 
statement "contains vanillin, an artificial 
flavor (or flavoring)”. If sugar is the 
optional blending ingredient used, the 
word "sugar" may replace the w r ord 
"powder" in the name. The blank in the 
name is filled in with the whole number 
(disregarding fractions) expressing the 
sum of the number of units of vanilla 
constituent plus the number of ounces of 
added vanillin per 8 pounds of the article. 
However, if the .strength of the article is 

less than 2-fold the term "... _ 

fold" is omitted from the name. 


Sec 

1703 

1700 


PART 170—FOOD ADDITIVES 

Subparl A—General Provisions 


1.181 \ anill«i-Mtrtilltn flavoring. 

i. ,1' Manilla-vanillin flavoring conforms 
0 Ule definition and standard of Identity 


Definitions. 

Opinion letter* on food additive 
status. 

170 10 Food additives Ln standardized foods. 
170.15 Adoption of regulation on initiative 
of Commissioner. 

170.17 Exemption for lnveatlgat lonal use 

and procedure for obtaining au¬ 
thorization to market edible prod¬ 
uct* from experimental animals. 

170.18 Tolcranoes for related food additive*. 
170.10 Pesticide chemicals In processed 

foods. 

Subpart 8—food Adduce Safety 

170.30 General principle* for evaluating the 
aofety of food additives. 

170.22 Safety factors to be considered. 

170.30 Eligibility for classification as gen¬ 
erally recognized as safe (ORAS), 
170.35 Affirmation of generally recognized as 
safe (ORAS) status 

170 38 Determination of food additive 
status. 

Subpsrt C—Specific Administrative Rulings and 
Decisions 

170.45 Fluorine-containing compounds. 
170.50 Olyclne (ami noace tic acid) in food 
for human consximption. 


Sec. 

17060 Nitrites and or nitrates In curing 
prcmlxea. 

Authority ; Secs. 409. 701. 52 Stat 1065- 
1066 as amended, 72 Stat. 1785-2788 *s 
amended (21 VAC 348. 371), unless other¬ 
wise noted 

Subpart A—-General Provisions 
§ 170.3 Definition'. 

For the purposes of this subchapter, 
the following definitions apply: 

(a> "Secretary" means the Secretary 
of Health, Education, and Welfare. 

<b> "Department" means the Depart¬ 
ment of Health. Education, and Welfare. 

(C> "Commissioner" means the Com¬ 
missioner of Food and Drugs. 

<d» As used in this part, the term 
"act" means the Federal Food, Drug, and 
Cosmetic Act approved June 25, 1936, 52 
Stat. 1040 et seq., as amended <21 U.8.C. 
301-392*. 

<e) "Food additives" includes all sub¬ 
stances not exempted by section 201(g) 
of the net, the intended use of which re¬ 
sults or may reasonably be expected to 
result, directly or indirectly, -either in 
their becoming n component of food or 
otherwise affecting the characteristics of 
food. A material used in the production 
of containers and packages is subject to 
the definition if it may reasonably be ex¬ 
pected to become a component, or to af¬ 
fect the characteristics, directly or in¬ 
directly, of food packed in the container. 
"Affecting the characteristics of food" 
does not Include such phy sical effects, as 
protecting contents of packages, pre¬ 
serving shape, and preventing moisture 
loss. If there is no migration of a pack¬ 
aging component from the package to 
the food, it does not become a component 
of the food and thus is not a food addi¬ 
tive. A substance that does not become a 
component of food, but that Is used, for 
example. In preparing an ingredient of 
the food to give a different flavor, texture, 
or other characteristic in the food, may 
be a food additive. 

<f> "Common use in food" means a 
substantial history of consumption of a 
substance by a significant number of con¬ 
sumers ln the United States. 

tg> The word "substance" in the defi. 
nition of the term "food additive" in¬ 
cludes a food or food component con¬ 
sisting of one or more ingredients. 

(h) "Scientific procedures" include 
those human, animal, analytical, and 
other scientific studies whether pub¬ 
lished or unpublished, appropriate to 
establish the safety of a substance. 

<l) "Safe" or "safety" means that there 
is a reasonable certainty in the minds of 
competent scientists that the substance 
is not harmful under the intended condi¬ 
tions of use. It Is impossible in the pres¬ 
ent state of scientific knowledge to estab¬ 
lish with complete certainty the absolute 
harmlessness of the use of any substance. 
Safety may be determined by scientific 
procedures or by general recognition of 
safety. In determining safety, the follow¬ 
ing factors shall be considered: 

(1) The probable consumption of the 
substance and of any substance formed 
in or on food because of its use. 


FtOEIAl REGISTER, VOl. 42. NO 50—TUESDAY, MARCH 15, 1977 















RULES AND REGULATIONS 


14484 

<2> The cumulative effect of the sub¬ 
stance in the diet, talcing Into account 
any chemically or pharmacologically re¬ 
lated substance or substances in such 
diet. 

(3) Safety factors which, in the opin¬ 
ion of experts qualified by scientific 
training and experience to evaluate the 
safety of food and food Ingredients, arc 
generally recognized as appropriate. 

< j > The term *nonpcrishable processed 
food” means any processed food not sub¬ 
ject to rapid decay or deterioration that 
would render it unfit for consumption. 
Examples are flour, sugar, cereals, pack¬ 
aged cookie*, and crackers. Not included 
are hermetically sealed foods or manu¬ 
factured dairy products and other proc¬ 
essed foods requiring refrigeration. 

<k) "General recognition of safety” 
shall be determined in accordance with 
f 170.30. 

(1) "Prior sanction” means on explicit 
approval granted with respect to use of 
a substance in food prior to September 6. 
1958. by the Food and Drug Administra¬ 
tion or the United 8tatcs Department of 
Agriculture pursuant to the Federal 
Food. Drug, and Cosmetic Act. the Poul¬ 
try Products Inspection Act. or the Meat 
Inspection Act. 

<mi "Food” Includes human food, sub¬ 
stances migrating to food from food- 
contact articles, pet food, and animal 
feed. 

m> The following general food cate¬ 
gories are established to group specific 
related foods together for the purpose 
of establishing tolerances or limitations 
for the use of direct human food ingredi¬ 
ents. Individual food products will be in¬ 
cluded within these categories according 
to the detailed classification lists con¬ 
tained In Exhibit 33B of the report of 
the National Academy of Sciences Na¬ 
tional Research Council report. “A Com¬ 
prehensive Survey of Industry on the 
Use of Food Chemicals Generally Recog¬ 
nized as Safe" «September 1972): “ 

ft) Baked goods and baking mixes. 
Including all ready-to-eat and ready-to- 
bake products, flours, and mixes requir¬ 
ing preparation before serving. 

(2) Beverages, alcoholic, including 
malt beverages, wines, distilled liquors, 
and cocktail mix. 

i3) Beverages and beverage bases, 
nonalcoholic, including only special or 
spiced teas, soft drinks, coffee substi¬ 
tutes, and fruit and vegetable flavored 
gelatin drinks. 

• 4) Breakfast cereals, including ready- 
to-eat and Instant and regular hot 
cereals. 

{$> Cheeses, including curd and whey 
cheeses, cream, natural, grating, proc¬ 
essed. spread, dip. and miscellaneous 
cheeses. 

<6> Chewing gum. including all forms. 

• 7» Coffee and tea, including regular, 
decaffeinated, and instant types. 

< 8> Condiments and relishes. Includ¬ 
ing plain seasoning sauces and spreads. 


ucoplc* may be obtained from; National 
Technical Information Service (NTIS) , 8285 
Port Royal Rd . Springfield. VA 22151. 


olives, pickles, and relishes, but not spices 
or herbs. 

*9) Confections and frostings, includ¬ 
ing candy and flavored frostings, marsh¬ 
mallows. baking chocolate, and brown, 
lump. rock, maple, powdered, and raw’ 
sugars. 

*10) Dairy product analogs, including 
nondairy milk, frozen or liquid cream¬ 
ers. coffee whtteners, toppings, and other 
nondairy products. 

<ll> Egg products. Including liquid, 
frozen, or dried eggs, and egg dishes 
made therefrom, i.e.. egg roll, egg foo 
young, egg salad, and frozen multi¬ 
course egg meals, but not fresh eggs. 

1 12> Fats and oils. Including mar¬ 
garine. dressings for salads, butter, satad 
oils, shortenings and cooking oils. 

• 13) Fish products, including all pre¬ 
pared main dishes, salads, appetizers, 
frozen multicourse meals, and spreads 
containing fish, shellfish, and other 
aquatic animals, but not fresh fish. 

«14) Fresh eggs, including cooked eggs 
and egg dishes made only from fresh 
shell eggs. 

as> Fresh fish, Including only fresh 
and frozen fish, shellfish, and other 
aquatic animals. 

<16* Fresh fruits and fruit juices, in¬ 
cluding only raw fruits, citrus, melon?, 
and berries, and home-prepared “-ades” 
and punches made therefrom. 

*17) Fresh meats, Including only fresh 
or home-frozen beef or veal. pork, lamb 
or mutton and home-prepared fresh 
meat-containing dishes, salads, appetiz¬ 
ers, or sandwieh spreads made therefrom. 

• 18> Fresh poultry, including only 
fresh or home-frozen poultry and gome 
birds and home-prepared fresh poultry- 
containing dishes, salads, appetizers, or 
sandwich spreads made therefrom. 

<19) Fresh vegetables, tomatoes, and 
potatoes, including only fresh and home- 
prepared vegetables. 

*20) Frozen dairy desserts and mixes, 
including ice cream, ice milks, sherbets, 
and other frozeu dairy desserts and spe¬ 
cialties. 

• 21) Fruit and water ices, including 
all frozen fruit and water ices. 

*22) Gelatins, puddings, and fillings, 
including flavored gelatin desserts, pud¬ 
dings. custards, pariahs, pie fillings, and 
gelatin base salads. 

*23' Grain products and pastas, in¬ 
cluding macaroni and noodle products, 
rice dishes, and frozen multicourse 
meats without meat or vegetable?. 

• 241 Gravies and sauces, including ail 
meat sauces and gravies, and tomato, 
milk, buttery, and specialty sauces 

• 25) Hard candy and cough drops, in¬ 
cluding all hArd type candies. 

1 26) Herbs, seeds, spices, seasonings, 
blends, extracts, and flavorings, includ¬ 
ing ail natural and artificial spices, 
blends, and flavors. 

(37> Jams and Jellies, home-prepared. 
Including only home-prepared jams, 
jellies, fruit butters, preserves, and sweet 
spreads. t _ . 

«28> Jams and Jellies, commercial, in¬ 
cluding only commercially processed 
jams, jellies, fruit butters, preserves, and 
sweet spreads. 


*29) Meat products, including all 
meats and meat containing dishes 
salads, appetizers, frozen multicoum* 
meat meals, and sandwich Ingredient 
prepared by commercial processing or 
using commercially processed meats with 
home preparation, 

*30* MUk. whole and skim. Including 
only whole, lowfnt. and skim fluid milk? 

*31) Milk products, including flavored 
milks and milk drinks, dry milks, top¬ 
pings. snack dips, spreads, weight con¬ 
trol milk beverages, and other milk origin 
products. 

(32) Nttts mid nut products. Including 
whole or shelled tree nuts, peanuts, co¬ 
conut. and nut and peanut spreads 

i33 > Plan! protein products, including 
the National Academy of 8ciencc 
National Research Council "reconstitut'd 
vegetable protein” category, and meat 
poultry, and fish substitutes, analogs, and 
extender products made from plant pro¬ 
teins. 

*34) Poultry products. Including all 
poultry and poultry-containing dishes, 
salads, appetizers, frozen mWooune 
poultry meals, and sandwich ingredients 
prepared by commercial processinp or 
using commercially processed poultry 
with home preparation. 

<35* Processed fruits and fruit juices, 
including all commercially processed 
fruits, citrus, bcrrics^and mixture*: sal¬ 
ads. juices and juice punches, concen¬ 
trates. dilutions, "-odes”, and drink sub¬ 
stitutes made therefrom. 

*36» Processed vegetables and vegeta¬ 
ble juices, including aU commercially 
processed vegetables, vegetable dishe?. 
frozen multicourse vegetable meal*, and 
vegetable Juices and blends. 

*37) Snack foods, including Chips, 
pretzels, and other novelty snacks. 

«38> Soft candy, including candy bar 
chocolates, fudge, mints, and other 
chewy or nougat candies. 

<39) Soups, home-prepared, including 
meat. fish, poultry, vegetable, and com¬ 
bination home-prepared soups. 

• 40) Soups and soup mixes, including 
commercially prepared meat, fish, poul¬ 
try. vegetable, and combination soups 
and soup mixes. 

*41) Sugar, white, granulated. Includ¬ 
ing only white granulated sugar. 

• 42) Sugar substitutes, including 
granulated, liquid, and tablet sugar sub¬ 
stitutes. 

»43 * Sweet sauces, toppings, and 
syrups, including chocolate, berry, fruit 
com syrup, and maple sweet sauces and 
toppings. 

<o» The following terms describe the 
physical or technical functional cnee's 
for which direct human food ingredients 
may be added to foods. They are adopted 
from the National Academy of Science 
National Research Council national sur¬ 
vey of food industries, reported to the 
Food and Drug Administration under the 
contract title “A Comprehensive Survey 
of Industry on the Use of Food Cb eaucoi * 
Generally Recognized as Safe” (Septem¬ 
ber 1972 ):» 

(I) "Anticaking agents and frec-fiow 
agents”: Substances added to finely P°* * 
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dered or crystalline food product* to pre¬ 
vent caking, lumping, or agglomeration. 

1 2 > “Antimicrobial agent*”; Sub¬ 
stances used to preserve food by prevent¬ 
ing growth of microorganisms and sub¬ 
sequent spoilage, including fungi* tats, 
mold and rope inhibitors, and the effect* 
listed by the National Academy of Sci¬ 
ences/National Research Council under 
“l preservatives/* 

(3* “Antioxidants”: Substances used 
to preserve food by retarding deteriora¬ 
tion. rancidity, or discoloration due to 

oxidation. 

<4) “Colors and coloring adjuncts”: 
Substances used to impart, preserve, or 
enhance the color or shading of a food, 
including color stabilizers, color fixatives, 
color-retention agents, etc. 

<5> ‘Curing and pickling agents”: 
Substances Imparting a unique flavor 
and/or color to a food, usually producing 
an increase In shelf life stability. 

(6) “Dough strengthened”: Sub¬ 
stances used to modify starch and gluten, 
thereby producing a more stable dough, 
including the applicable effects listed 
by the National Academy of Sciences/ 
National Research Council under “dough 
conditioner.” 

(7) “Drying agents”: Substances with 
moisture-absorbing ability, used to main¬ 
tain an environment of low moisture. 

<8> “Emulsifiers and emulsifier salts”: 
Substances which modify surface tension 
in the component phase of an emulsion 
to establish a uniform dispersion or 
emulsion. 

<9) “Enzymes”: Enzymes used to im¬ 
prove food processing and the quality of 
the finished food. 

<10> “Firming agents”: Substances 
added to precipitate residual pectin, thus 
strengthening the supporting tissue and 
preventing its collapse during processing. 

Ol) Flavor enhancers”: Substances 
added to supplement, enhance, or modify 
the original taste and/or aroma of a 
food, without imparting a characteris¬ 
tic taste or aroma of its own. 

•12» Flavoring agents and adju¬ 
vants”: Substances added to impart or 
help impart a taste or aroma in food. 

•13) “Flour treating agents”: Sub¬ 
stances added to milled flour, at the mill, 
to improve its color and/or baking quali¬ 
ties. including bleaching and maturing 
agents. 

U4» “Formulation aids”: Substances 
used to promote or produce & desired 
physical state or texture in food, includ¬ 
ing carriers, binders, fillers, plasticizers. 
Aim-formers, and tabletlng aids, etc. 

(15) “Fumigants”: Volatile substances 
used for controlling insects or pests. 

. (16 > “Humectants”: Hygroscopic sub¬ 
stances incorporated In food to promote 
retention of moisture, Including mois¬ 
ture-retention agents and antldusting 
agents. 

*n> “Leavening agents”: Substances 
JJ^d to produce or stimulate production 
of carbon dioxide in baked goods to im¬ 
port a light texture, including yeast. 

* CKX * a * an d calcium salt* listed by 
the National Academy of Sciences'Na¬ 


tional Research Council under "dough 
conditioners.” 

(18) “Lubricants and release agent*”: 
Substances added to food contact sur¬ 
faces to prevent ingredients and finished 
products from sticking to them. 

(19> “Non-nutritive sweeteners”: Sub¬ 
stances having less than 2 percent of 
the caloric value of sucrose per equiva¬ 
lent unit of sweetening capacity. 

(20) “Nutrient supplements”: Sub¬ 
stances which are necessary for the 
body’s nutritional and metabolic proc¬ 
esses. 

(21) “Nutritive sweeteners”: Sub¬ 
stances having greater than 2 percent of 
the caloric value of sucrose per equiva¬ 
lent unit of sweetening capacity. 

(22) “Oxidizing and reducing agents”: 
Substance* which chemically oxidize or 
reduce another food ingredient, thereby 
producing a more stable product, includ¬ 
ing the applicable effect listed by the 
National Academy of Sciences National 
Research Council under “dough condi¬ 
tioners.” 

1 23> “pH control agents”: Substances 
added to change or maintain active acid¬ 
ity or basicity. Including buffers, acids, 
alkalies, and neutralizing agents. 

(24) “Processing aids”: Substances 
mod a* manufacturing aids to enhance 
the appeal or utility of a food or food 
component, including clarifying agents, 
clouding agents, catalysts, fiocculents, 
filters aids, and crystallization inhibi¬ 
tors. etc. 

(25 > “Propellants, aerating ngents, 
and gases”: Gases used to supply force to 
expel a product or used to reduce the 
amount of oxygen in contact with the 
food in packaging. 

<26> “Sequcstranis”: Substances 
which combine with polyvalent metal 
ions to form a soluble metal complex, to 
improve the quality and stability of 
product*. 

<27> “Solvents and vehicles”: Sub¬ 
stances used to extract or dissolve an¬ 
other substance. 

(28» “Stabilizers and thickeners”: 
Substances used to produce viscous solu¬ 
tion* or dispersions, to impart body, im¬ 
prove consistency, or stabilize emulsions, 
including suspending and bodying 
agents, setting agents, jellying agents, 
and bulking agents, etc. 

<29) “Surface-active agents”: Sub¬ 
stances used to modify surface proper¬ 
ties of liquid food components for & 
variety of effects, other than emulsifiers, 
but including solubilizing agent*, dis¬ 
persant*, detergent*, wetting agent*, re¬ 
hydration enhancers, whipping agent*, 
foaming agents, and defoaming agents, 
etc. 

(30> “Surface-finishing agents”: Sub¬ 
stance* used to increase portability, 
preserve gloss, and inhibit discoloration 
of foods, including glaze*, polishes, 
waxes, and protective coatings. 

(31) “Synergists”: Substances used to 
act or react with another food ingredi¬ 
ent to produce a total effect different or 
greater than the sum of the effect* pro¬ 
duced by the Individual Ingredient*. 


(32> “Texturizers”: Substances which 
affect the appearance or feel of the food. 

g 170.6 Opinion Irtlcr# on food uddifhr 
atatu*. 

i a) Over the years the Food and Drug 
Administration has given informal wtU- 
ten opinions to inquiries as to the safety 
of articles Intended for use a* compo¬ 
nent* of. or In contact with. food. Frlor 
to the enactment of the Food Additives 
Amendment of 1958 (Public Law 85-929: 
Sept. 6. 1958). Uie.so opinions w r ere given 
pursuant to section 402(a)(1) of the 
Federal Food, Drug, and Cosmetic Act. 
which reads In part: “A food shall be 
deemed to be adulterated if it bears or 
contains any poisonous or deleterious 
substance which may render it injurious 
to health;”. 

(b> Since enactment of the Food Ad¬ 
ditive* Amendment, the Pood and Drug 
Administration ha* advised such in¬ 
quirers that an article: 

1 1 1 Is a food additive within the 
meaning of section 201(6) of the act: or 
(2> Is generally recognized os safe 
(GRAS); or 

(3i Has prior sanction or approval 
under that amendment; or 
(4) Is not a food additive under the 
conditions of intended use. 

<c> In the interest of the public health, 
such article* whicli have been considered 
in the past by the Food and Drug Admin¬ 
istration to be safe under the provisions 
of section 402(a) (1), or to be generally 
recognized as safe for their Intended use. 
or to have prior sanction or approval, or 
not to be food additives under the con¬ 
ditions of intended use, must be re¬ 
examined in the light of current scien¬ 
tific information and current principles 
for evaluating the safety of food addi¬ 
tive* if their use is to be continued. 

(d) Because of the time span Involved, 
copies of many of the letters in wliich 
the Food and Drug Administration has 
expressed an Informal opinion concern¬ 
ing the status of such articles mav no 
longer be In the file of the Food and 
Drug Administration. In the absence of 
Information concerning the names and 
uses made of all the articles referred to 
In such letters, their safety of use can¬ 
not be reexamined. For this reason all 
food additive status opinions of the kind 
described In paragraph (c) of this sec¬ 
tion given by the Food and Drug Admin¬ 
istration are hereby revoked. 

<e> The prior opinions of the kind 
described in paragraph tc> of jins sec¬ 
tion will be replaced by qualified and 
current opinions if the rccipleut of each 
such letter forward* a copy of each to 
the Department of Health, Education, 
and Welfare, Food and Drug Adminis¬ 
tration. Bureau of Food*. Pesticides, and 
Product Safety. Oflloc of Compliance. 
200 C Street SW., Washington. DC 
20204. along with a copy of his letter of 
inquiry, on or before July 23. 1970. 

(f > This section does not apply to food 
additive statu* opinion letters pertaining 
to articles that were considered by the 
Food and Drug Administration to be food 
additives nor to articles Included in reg- 
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illation* In Parts 170 through 189 of this 
chapter if the articles are used in accord¬ 
ance with the requirements of such 
regulations. 

(Sec. 201, 73 8t*t 1734 88. M amended; 21 
U.S.C. 321) 

§ 170.10 Food additive* in -lattdiwdUrd 
food a. 

<a) The inclusion of food ingredients 
in Parts 170 through 189 of this chapter 
does not imply that these ingredients may 
be used in standardized foods unless they 
are recognized as optional Ingredients in 
applicable food standards. Where a peti¬ 
tion is received for the issuance or 
amendment of a regulation establishing 
a definition and standard of Identity for 
a food under section 401 of the act, which 
proposes the inclusion of a food additive 
in such definition and standard of Iden¬ 
tity, the provisions of the regulations in 
this port shall apply with respect to the 
information that must be submitted with 
respect to the food additive. Since section 
409(b) (8) of the act requires that the 
Secretary publish notice of a petition for 
the establishment of a food-additive reg¬ 
ulation within 30 days after filing, notice 
of a petition relating to a definition and 
standard of identity shall also be pub¬ 
lished within that time limitation if it 
includes a request, so designated, for the 
establislimcnt of a regulation pertaining 
to a food additive. 

(b) If a petition for a definition and 
standard of Identity contains a proposal 
for a food-additive regulation, and the 
petitioner falls to designate it as such, 
the Commissioner, upon determining that 
the petition Includes a proposal for a 
food-additive regulation, shall so notify 
the petitioner and shall thereafter pro¬ 
ceed in accordance with the regulations 
in this port. 

(c> A regulation will not be Issued al¬ 
lowing the use of a food additive In a 
food for which a definition and standard 
of identity is established, unless its Issu¬ 
ance is In conformity with section 401 of 
the act or with the terms of a temporary 
permit issued under f 130.17 of this chap¬ 
ter. When the contemplated use of such 
additive complies with the terms of a 
temporary permit, the food additive 
regulation will be conditioned on such 
compliance and will expire with the ex¬ 
piration of the temporary permit. 

§ 170.15 Adoplion of n*pul«ll«n tin 
•nitSnlivr of (xm»mloionrr. 

<a> The Commissioner upon his own 
initiative may propose the issuance of a 
regulation prescribing, with respect to 
any particular use of a food additive, the 
conditions under which such additive 
may be safely used. Notice of such pro¬ 
posal shall be published in the Federal 
Register and shall state the reasons for 
the proposal. 

<b) Action upon a proposal made by 
the Commissioner shall proceed as pro¬ 
vided in Part 2 of this chapter. 

$ 170.17 Exemption foe 

um‘ anti procedure ftir obtaining nu- 
tlitirixation to market ctllble product* 
from experimental animal-. 

A food additive or food containing a 
food additive Intended for investigational 
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use by qualified experts shall be exempt 
from the requirements of section 409 of 
the act under the following conditions: 

ta) If intended for investigational use 
in vitro or in laboratory research ani¬ 
mals. it bears a label which states promi¬ 
nently. in addition to the other informa¬ 
tion required by the act. the warning: 

Caufion. Contain* a new food additive for 
investigational use only In laboratory re¬ 
search animal* or for Uwt* In vitro. Not for 
u*o In humane. 

ib) If intended for use in animals 
other than laboratory research animals 
and if the edible products of the animals 
are to be marketed as food, permission 
for the marketing of the edible products 
as food has been requested by the spon¬ 
sor. and authorization has been granted 
by the Food and Drug Administration in 
accordance with 1 511.1 of this chap¬ 
ter or by the Department of Agriculture 
in accordance with 4 309.17 of Title 9 
<9 CFR 309.17), and It bears a label 
which states prominently, in addition to 
tho other information required by the 
act, the warning: 

Caution. Contains a now food additive for 
use only in Investigation*! animal*. Not for 
u*e In humans. 

Edible product* of Investigational animal* 
are not to be used for food unless authoriza¬ 
tion has been granted by the UB. Food and 
Drug Administration or by the US Depart¬ 
ment of Agriculture. 

§ 170.18 Tolerance* for r«4at«*d food 
additive*, 

(a) Food additives that cause similar 
or related pharmacological effects will 
be regarded as a class, and in the absence 
of evidence to the contrary, as having 
additive toxic effects and will be consid¬ 
ered as related food additives. 

(b > Tolerances established for such re¬ 
lated food additives may limit the 
amount of a common component that 
may be present, or may limit the amount 
of biological activity (such as cholines¬ 
terase inhibition) that may be present 
or may limit the total amount of related 
food additives that may be present 

(c> Where food additives from two or 
more chemicals in the same class are 
present in or on a food, the tolerance for 
the total of such additives shall be the 
same as that for the additive having the 
lowest numerical tolerance in this class, 
unless there are available methods that 
permit quantitative determination of the 
amount of each food additive present or 
unless it is shown that a higher tolerance 
is reasonably required for the combined 
additives to accomplish the physical or 
technical effect for which such combined 
additives are intended and that the high¬ 
er tolerance will be safe. 

(d) Where residues from two or more 
additives In the same class are present 
in or on a food and there arc available 
methods that pennit quantitative de¬ 
termination of cadi residue, the quantity 
of combined residues that are within the 
tolerance may be determined as follows: 

(1) Determine the quantity of each 
residue present. 

(2) Divide the quantity of each residue 
by the tolerance that would apply if it 
occurred alone, and multiply by 100 to 
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determine the percentage of the per¬ 
mitted amount of residue present 

(3) Add the percentages so obtained 
for all residues present. 

(4) The sum of the percentage shall 
not exceed 100 percent 

8 170.19 Pmtieidr rtmiitdU in pr*w 
rMnl food*. 

When pesticide chemical residues oc¬ 
cur in processed foods due to the use ol 
raw agricultural commodities that bore 
or contained a pesticide chemical in 
conformity with an exemption granted 
or a tolerance prescribed under section 
408 of the act, the processed food will not 
be regarded as adulterated so long a« 
good manufacturing practice has been 
followed In removing any residue from 
the raw agricultural commodity in the 
processing (such as by peeling or wash¬ 
ing) and so long as the concentration of 
the residue in the processed food when 
ready to eat is not greater than the tol¬ 
erance prescribed for the raw agricul¬ 
tural commodity. But when the con¬ 
centration of residue in the processed 
food when ready to eat is higher than the 
tolerance prescribed for the raw agricul¬ 
tural commodity, the processed food is 
adulterated unless the higher concen¬ 
tration is permitted by a tolerance ob¬ 
tained under section 409 of the act. For 
example, if fruit bearing a residue of 7 
parts per million of DDT permitted on 
the raw* agricultural commodity Is dned 
and a residue in excess of 7 parts jxt 
million of DDT results on the dried fruit, 
the dehydrated fruit is adulterated un¬ 
less the higher tolerance for DDT b 
authorized by the regulations in this part 
F 6 od that is itself ready to eat, and which 
contains a higher residue than allowed 
for the raw agricultural commodity, may 
not be legalized by blending or mixlmr 
with other foods to reduce the residue in 
the mixed food below the tolerance pre¬ 
scribed for the raw agricultural com¬ 
modity. • 

Subpart B—Food Additive Safety 

$-170.20 General principle* for 

ing the Mifrty of food *ddili«rn. 

< a) In reaching a decision on any peti¬ 
tion filed under section 409 of the act, the 
Commissioner will give full consideration 
to the specific biological property of 
tiie compound and the adequacy of the 
methods employed to demonstrate safety 
for the proposed use. and the Commi * 
sioucr will be guided by the principle* 
and procedures for establishing the 
safety of food additives stated in current 
publications of the National Academy 
of Scicnccs-National Research Council 
A petition will not be denied, howe ver 
by reason of the petitioner’s having fol¬ 
lowed procedures other than those out¬ 
lined in the publications of the Nations! 
Academy of Sciences-National Research 
Council if, from available evidence, tne 
Commissioner finds that the procedure* 
used give results as reliable as, or more 
reliable than, those reasonably to be ex¬ 
pected from the use of the outlined P r0 ' 
cedures.'In reaching a decision, the Com- 
mlssloner will give due weight to u>e 
anticipated levels and patterns of con¬ 
sumption or the additive specified or rea¬ 
sonably inferrable. For the purpw^ 4 *. 
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this station, the principles for evaluating 
Mifety of additives set forth In the above- 
mentioned publications will apply to any 
substance that may properly be classified 
a> o food additive as defined in section 
201 1 of the act. 

ib> Upon written request describing 
the proposed use of an additive and the 
proposed experiments to determine Its 
ifety. the Commissioner will advise a 
person who wishes to establish the safety 
of a food additive whether he believes 
the experiments planned will yield data 
adequate for an evaluation of the safety 
ol the additive. 

§ 17(122 Safely factor* to hr rtm»i<lerrd. 

In accordance with section 409(c)<5> 
(Ci of the act. the following safety lac- 
tors will be applied in determining 
whether the proposed use of a food addi¬ 
tive will be safe: Except where evidence 
is submitted which Justifies use of a dif¬ 
ferent safety factor, a safety factor In 
applying animal experimentation data 
to man of 100 to 1. will be used: that is. 
a food additive for use by man will not 
be granted a tolerance that will exceed 
i 100th of the maximum amount dem¬ 
onstrated to be without harm to experi¬ 
mental animals. 

| 170.30 Kligibilit? for ela^niftciilion a* 
generally rreogni/rd m* *ofc (GR.LS). 

•a> General recognition of safety may 
be based only on the views of experts 
qualified by scientific training and ex¬ 
perience to evaluate the safety of sub¬ 
stances directly or Indirectly added to 
food. The basis of such views may be 
either (1) scientific procedures or <2> in 
the case of a substance used in food prior 
to January 1. 1958. through experience 
based on common use in food. General 
recognition of safety requires common 
knowledge about the substance through¬ 
out the scientific community knowledge¬ 
able about the safety of substances di¬ 
rectly or indirectly added to food. 

(b» General recognition of safety 
bared upon scientific procedures shall re¬ 
quire the same quantity and quality of 
vientific evidence as is required to ob¬ 
tain approval of a food additive regula¬ 
tion for the ingredient General recogni¬ 
tion of safety through scientific proce¬ 
dures shall ordinarily be based upon 
published studies which may be corrob¬ 
orated by unpublished studies and other 
data and information. 

’c> General recognition of safety 
through experience based on common use 
jn food prior to January 1. 1958. may be 
determined without the quantity or qual¬ 
ity of scientific procedures required for 
approval of a food additive regulation. 
General recognition of safety through 
expcrlence based on common use in food 
M°J to January 1. 1958. shall ordinarily 
oc based upon generally available data 
ami information. An ingredient not in 
common use in food prior to January l. 
•“r 8 * may achieve general recognition of 
wety only through scientific procedures 
' d * The food ingredients listed as 
GRAS In Part 182 of this chapter or afa 
firmed as OKAS in Part 184 or 9 180 1 of 


this chapter do not Include all substances 
that arc generally recognized as safe for 
their intended use in food. Because of the 
large number of substances the intended 
use of which results or may reasonably 
be expected to result, directly or indirect¬ 
ly. In their becoming a component or 
otherwise affecting the characteristics of 
food, it Is impracticable to list all such 
substances that are GRAS. A food in¬ 
gredient of natural biological origin that 
has been widely consumed for its nu¬ 
trient properties in the United States 
prior to January 1. 1958, without known 
detrimental effects, which is subject only 
to conventional processing as practiced 
prior to January 1. 1958. and for which 
no known safety hazard exists, will or¬ 
dinarily be regarded as GRAS without 
specific Inclusion in Part 182, Part 18-1 or 
9 186.1 of this chapter. 

<e) Food Ingredients were listed as 
GRAS in Part 182 of this chapter during 
1958-1962 without a detailed scientific 
review of all available data and informa¬ 
tion relating to their safety. Beginning 
in 1969. the Food and Drug Administra¬ 
tion has undertaken a systematic review 
of the status of all ingredients used in 
food on the determination that they are 
GRAS or subject to a prior sanction. All 
determinations of ORAS status or food 
additive status or prior sanction status 
pursuant to this review' shall be handled 
pursuant to II 170.35. 170.38. and 180.1 
of this chapter. Affirmation of GRAS 
status shall be announced In Part 184 or 
I 186.1 of this chapter. 

cf > The status of the following food In¬ 
gredients will be reviewed and affirmed 
as GRAS or determined to be a food ad¬ 
ditive or subject to a prior sanction pur¬ 
suant to I 170.35. § 170.38, or « 180.1 of 
this chapter: 

<1> Any substance of natural biolog¬ 
ical origin that has been widely con¬ 
sumed for iU nutrient properties in the 
United States prior to January 1. 1958. 
without known detrimental effect, for 
which no health hazard is knowrn. and 
which has been modified by processes 
first introduced into commercial use after 
January 1. 1958. which may reasonably 
be expected significantly to alter the 
composition of the substance. 

<2> Any substance of natural biologi¬ 
cal origin that has been widely consumed 
for it* nutrient properties in the United 
States prior to January l. 1958. without 
known detrimental effect, for which no 
health hazard is known, that has had 
significant alteration of composition by 
breeding or selection after January l. 
1958, where Oie change may be reason¬ 
ably expected to alter the nutritive value 
or the concentration of toxic constitu¬ 
ents. 

<3> Distillates, isolates, extracts, and 
concentration of extracts of GHAS sub¬ 
stances. 

•4> Reaction products of GRAS sub¬ 
stances. 

«5> Substances not of a natural bio¬ 
logical origin, including those for which 
evidence is offered that they are identi¬ 
cal to a GRAS counterpart of natural 
biological origtn. 


(6) Substances of natural biological 
origtn intended for consumption for 
other than their nutrient properties. 

<g> A rood ingredient that is not GRAS 
or subject to a prior sanction requires a 
food additive regulation promulgated 
under section 409 of the act before it may 
be directly or indirectly added to food. 

• h > A food ingredient that is listed as 
GRAS in Part 182 or this chapter or 
affirmed as GRAS in Part 184 or f 186.1 
of tills chapter shall be regarded as 
GRAS ouly if. in addition to all the 
requirements in the applicable regula¬ 
tion, it also meet* all or the following 
requirements: 

(1) It complies with any applicable 
food grade specifications of the Food 
Chemicals Codex. 2d £<t «1972 i except 
that any substance used as a component 
of articles that contact food and affirmed 
as GRAS in I 186.1 of this chapter shall 
comply with the specifications therein, 
or in the absence of such specifications, 
shall be of a purity suitable for Us in¬ 
tended use. 

<2> It performs an appropriate func¬ 
tion in the food or food-contact article in 
wdiich it is used. 

<3> It is used at a level no higher than 
necessary to achieve its Intended pur¬ 
pose in that food or. if used as a compo¬ 
nent of a food-contact article, at a level 
no higher than necessary to achieve its 
Intended purpose in that article. 

> If a substance is affirmed as GRAS 
in Part 184 or 5 186 1 of this chapter with 
no limitation other than good manufac¬ 
turing practice, it shall be regarded as 
GRAS if its conditions of use arc not sig¬ 
nificantly different from those reported 
in the regulation as the basis on which 
the GRAS status of the substance w*as 
affirmed. IS the conditions of use are sig¬ 
nificantly different, such use of the sub¬ 
stance may not be GRAS. In such a case 
a manufacturer may not rely on the reg¬ 
ulation as authorizing the use but must 
independently establish that the use Is 
GRAS or must use the substance in ac¬ 
cordance with a food additive regulation. 

0) If an ingredient is affirmed as 
GRAS in Part 184 or I 186.1 of this chap¬ 
ter with specific limitation(s>. it may be 
used in food only within such limita¬ 
tion (si (including the category of 
foodts). the functional use(s) of the in¬ 
gredient. and the lcvel(s) of use*. Any 
use of such an ingredient not in full com¬ 
pliance with each such established lim¬ 
itation shall require a food additive reg¬ 
ulation. 

<k> Piu.suant to I 170.35. & food ingre¬ 
dient may be affirmed as GRAS in Part 
184 or } 186.1 of this chapter for a spe¬ 
cific use's) without a general evaluation 
of use of the ingredient. In addition to 
the use<s> specified in the regulation, 
other uses of such an Ingredient may also 
be GRAS Any affirmation of GRAS sta¬ 
tus for a specific use(s>. without a gen¬ 
eral evaluation of use of the Ingredient, 
is subject to reconsideration upon such 
evaluation. 


11 Copied may be obtained from: The Na¬ 
tion*! Academy of Science*. 2101 Constitu¬ 
tion Are XW, Washington. D C 200X7 
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i); New information may at any time 
require reconsideration of the GRAS 
status of a food Ingredient. Any change 
m Part 182. Part 184. or ft 186.1 of this 
chapter shall be accomplished pursuant 
to ft 170.38. 

$ 170.85 Affirmation of gmerall? rrcog- 
nlrrtl a* (<>KAS) • lulu*. 

• a* The Commissioner, cither on his 
initiative or on the petition of an inter¬ 
ested person, may affirm the GRAS 
status of substances that directly or In¬ 
directly become components of food. 

<b) (1) If the Commissioner proposes 
on his own Initiative that a substance 1* 
entitled to affirmation as GRA8. he will 
place all of the data and information on 
which* he relies on public file In the office 
of the Hearing Clerk and will publish In 
the Federal Register a notice giving the 
name of the substance, its proposed uses, 
and any limitations proposed for pur¬ 
poses other than safety. 

<2) The Federal Register notice will 
allow a period of 60 days during which 
any Interested person may review the 
data and Information and/or flic com¬ 
ments with the Hearing Clerk. Copies of 
all comments received shall be made 
available for examination In the Hearing 
Clerk's office. 

<3> The Commissioner will evaluate all 
comments received. If he concludes that 
there is convincing evidence that the 
substance Is GRAS os described In 
ft 170.30. he will publish a notice in the 
Federal Register listing the substance as 
ORAS in Part 182. Part 184, or Part 186 
of this chapter, as appropriate. 

«4> If, after evaluation of the com¬ 
ments, the Commissioner concludes that 
there is a lack of convincing evidence 
that the substance Is GRAS and that it 
should be considered a food additive 
subject to section 409 of the act. he shall 
publish a notice thereof In the Federal 
Register In accordance with ft 170.38. 

<c) <1) Persons seeking the affirmation 
of ORAS status of substances as provided 
for In I 170.30<e). except those subject to 
the NA8-NRC GRAS list survey (36 FR 
20646) . sliai! submit a petition for GRAS 
affirmation imrsuont to Part 2 of this 
chapter. 8uch petition shall contain In¬ 
formation to establish that the ORAS 
criteria as set forth In ft 170.30»b) have 
been met, in the following form: 

(I) Description of the substance. In¬ 
cluding: 

(a) Common or usual name. 
tb) Chemical name. 

(ci Chemical Abstract Service (CAS) 
registry number. 

id) Empirical formula 
*c) Structural formula 
i/> Specifications for food grade ma¬ 
terial. including arsenic and heavy 
metals. (Recommendation for any 
change in the Pood Chemicals Codex 
monograph should be Included where 
applicable. > 

ig) Quantitative compositions. 

< A) Manufacturing process (excluding 
any trade secreta). 

(II) Use of the substance, including: 

(a) Date when use began. 

<b) Information and report* or other 
data on past uses in food. 


(ci Foods in which used, and levels of 
use in such foods, and for what pur¬ 
poses. 

(ill) Methods for detecting the sub¬ 
stance in food, including: 

(a) References to qualitative and 
quantitative methods for determining the 
substance(s) in food, including the type 
of analytical procedure* used 

< b> Sensitivity and reproducibility of 
fiUch method(«). 

<iv) Information to establish the 
safety and functionality ol the substance 
In food. Published scientific literature, 
evidence that the substance is identical 
to a ORAS counterpart of natural bio¬ 
logical origin, and other data may be sub¬ 
mitted to support safety. Any adverse 
information or consumer complaints 
Khali be Included. Complete bibliographic 
references shall be provided where a copy 
of the article Is not provided 

(v) A statement signed by the per¬ 
son responsible for the petition that to 
the best of his knowledge It Is a repre¬ 
sentative and balanced submission that 
includes unfavorable Information, as well 
as favorable information, known to him 
pertinent to the evaluation of the safety 
and functionality of the substance. 

(2) Within 30 days after the date of 
filing the petition, the Commissioner will 
place tiie petition on public file In the 
office of the Hearing Clerk and will pub¬ 
lish a notice of filing in the Federal 
Register giving the name of the petition¬ 
er and a brief description of the petition 
including the name of the substance, its 
proposed use. and any limitations pro¬ 
posed for reasons other than safety. A 
copy of the notice will be mailed to the 
petitioner at the time the original is sent 
to the Federal Register 

(3) The notice of filing in the Federal 
Register will allow a period of 60 days 
during which any Interested person may 
review the petition and/or file comments 
with the Hearing Clerk. Copies of all 
comments received shall be made avail¬ 
able for examination in the Hearing 
Clerk’s office. 

(4) The Commissioner will evaluate 
the petition and all available Informa¬ 
tion including all comments received. If 
tiie petition and such information pro¬ 
vide convincing evidence that the sub¬ 
stance l* GRAS as described in 1170.30 
he will publish an order in the Federal 
Register listing the substance as GRAS 
in Part 182. Part 184. or Part 186 of this 
chapter, as appropriate. 

(6) If. after evaluation of the petition 
and all available Information, the Com¬ 
missioner concludes that there Is a lack 
of convincing evidence that the substance 
Is GRAS and that it should be considered 
a food additive subject to section 409 of 
the act. he shall publish a notice thereof 
In the Federal Register In accordance 
with ft 170.38. 

(6) The notice of filing in the Fed¬ 
eral Register will request submission of 
proof of any applicable prior sanction for 
use of the ingredient under conditions 
different from those proposed to be de¬ 
termined to be ORAS. The failure of 
any person to come forward with proof 
of such an applicable prior sanction in 


response to the notice of filing will con¬ 
stitute a waiver of the right to a'ttext 
or rely on such sanction at any later 
time. The notice of filing will also con 
stitute a proposal to establish a regu¬ 
lation under Part 181 of this chapter 
incorporating the same provisions, In 
the event that such a regulation Is do 
Lermined to be appropriate as a result 
of submission of proof of such an ap¬ 
plicable prior sanction in response to 
the notice of filing. 

(8®c. 201. 12 8tat. 1784 1788; 21 U 8.C 321 

ft 170.38 Drlrrntiiintion of food adililor 
Nt«l(l«* 

(a) The Commissioner may. in ac¬ 
cordance with S 170.35 (b)(4) or (c)<5>, 
publish a notice in the Federal Regis¬ 
ter determining that a substance is not 
ORAS and is a food additive subject to 
section 409 of the act. 

(b) (1) The Commissioner, on his own 
initiative or on the petition of any in¬ 
terested person, pursuant to Part 2 of 
this chapter, may issue a notice in the 
Federal Register proposing to determ in* 
that a substance is not GRAS and i* « 
food additive subject to section 402 of 
the act. Any petition shall include all 
relevant data and information ol the 
type described in I 171.130(b). The Com 
mlssloncr w'Ul place all of the data and 
information on which he relies on publK 
file in the office of the Hearing Clerk and 
will include in the Federal Regime* 
notice the name of the gtibfltancc. its 
known uses, and a summary of the basis 
for the determination. 

(2) The Federal Register notice will 
allow a period of 60 days during which 
any interested person may review the 
data and information and/or file com¬ 
ments with the Hearing Clerk Copies 
of all comments shall be mode available 
for examination in the Hearing Clerk c 
office. 

(3) The Commissioner will evaluate 
all comments received. If he conclude* 
that there Is a lock of convincing evi¬ 
dence that the substance is GRAB or i* 
otherwise exempt from the definition ol 
a food additive in section 201 (a) of the 
act. he will publish a notice thereof in 
the Federal Register. If he conclude 
that there is convincing evidence that 
the substance is GRAS, he will publish 
an order in the Federal Register iistinr 
the substance as GRAS In Part 182. Part 
184, or Part 186 of this chapter as ap¬ 
propriate. 

<c> A Federal Register notice deter¬ 
mining that a substance is a food addi¬ 
tive shall provide for the use of U* 
additive in food or food contact surface* 
as follows: 

(1) It may promulgate a food odditi• 4 
regulation governing use of the additive 

(2) It may promulgate an interim 

food additive regulotlon governing tu* 
of the additive. , 

(3) It may require discontinuation of 
the use of the additive. 

(4) It may adopt any combination of 
the above three approaches for different 
uses or levels of use of the additive 

(d) If the Commissioner of Food am> 
Drugs Ls aware of any prior sanction for 
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use of the substance, he will concurrently 
propose a separate regulation covering 
such use of the Ingredient under Part 
181 of this chapter. If the Commissioner 
U unaware of any such applicable prior 
sanction, the proposed regulation will 
so state and will require any person who 
intends to a&sert or rely on such sanc¬ 
tion to submit proof of its existence. Any 
regulation promulgated pursuant to this 
section constitutes a determination that 
excluded uses would result In adultera¬ 
tion of the food in violation of section 402 
of the act. and the failure of any person 
to come forward with proof of such an 
Applicable prior sanction in response to 
the proposal will constitute a waiver of 
the right to assert or rely on such sanc¬ 
tion at any later time. The notice will 
also constitute a proposal to establish a 
regulation under Part 181 of this chap¬ 
ter. incorporating the same provisions, in 
the event that such a regulation is deter¬ 
mined to be appropriate ns a result of 
submission of proof of ouch an applicable 
prior sanction in response to the pro¬ 
posal. 

• Sec 201. 72 Slat. 1784-1788: 21 U3.C- 3211 

Subpart C—Specific Administrative 
Rulings and Decisions 

$ 170.15 F I o u r i n r-rontnining com- 
PouimU* 

The Commissioner of Food and Drugs 
has concluded that It is in the interest 
of the public health to limit the addition 
of rluorine compounds to foods (a) to 
tha f resulting from the fluoridation of 
public water supplies as stated in $ 250 - 
203 of this chapter, (b) to that resulting 
from the fluoridation of bottled water 
within the limitation established in 
J 103.35<d> of this chapter, and (c) to 
that authorized by regulations <40 CFR 
Part 180> under section 408 of the act, 

§ 170.50 Clvciitr (nminoacclir arid) in 
food for hitman consumption. 

<a> Heretofore, the Food and Drug 
Administration has expressed the opinion 
in trade correspondence that glycine is 
generally recognized as safe for certain 
technical effects In human food when 
u*ed In accordance with good manufac¬ 
turing practice: however: 

< l • Reports In scientific literature in¬ 
dicate that adverse effect* were found in 
cases where high levels of glycine were 
administered in diets of experimental 
animals. 

<2> Current usage Information Indi¬ 
cates that the daily dietary intake of 
glycine by humans may be substantially 
inci casing due to changing use patterns 
in food technology. 

Therefore, the Food and Drug Adminis¬ 
tration no longer regards glycine and 
its salts as generally recognized as safe 
for use in human food and all outstand¬ 
ing letters expressing sanction for such 
use are rescinded. 

b' The Commissioner of Food and 
tfrugs concludes that by May 8. 1971, 
manufacturers: 

. 'Shall reformulate food products 
^ 10 eliminate added glycine 

and its salts: or 


(2) Shall bring such products into 
compliance with an authorizing food ad¬ 
ditive regulation. A food additive petition 
supported by toxicity data is required to 
show that any proposed level of glycine 
or its salts added to foods for human 
consumption will be safe. 

<c> The status of glycine as generally 
recognized as safe for use in animal feed, 
as prescribed in 8 582.5049 of this chap¬ 
ter. remains unchanged because the ad¬ 
ditive Is considered an essential nutrient 
in certain animal feeds and is safe for 
such use under conditions of good feed¬ 
ing practice. 

(Sec. 201(e), 72 SUt. 1784-88, as amended: 
21 UBC 321 is).) 

§ I7(U>0 Nitrite* nnil/or nilrntc* in cur¬ 
ing premise*. 

<a» Nitrites and/or nitrates are food 
additives when combined in curing pre¬ 
mixes with spices and/or other flavoring 
or seasoning ingredients that contain or 
constitute a source of secondary or terti¬ 
ary amines, including but not limited to 
essential oils, disodium inoslnate. diso- 
dlum guanyiate. hydrolysates of animal 
or plant origin (such as hydrolyzed vege¬ 
table protein), oleoresins of spices, soy 
products, and spice extractives. Such 
food additives may be used only after 
the establishment of an authorizing food 
additive regulation. A food additive peti¬ 
tion submitted pursuant to If 171.1 and 
171.100 of this chapter, supported by data 
demonstrating that nltrosamines are not 
formed in curing premixes containing 
such food additives, is required to estab¬ 
lish safety. 

<b* Nitrites and/or nitrates, when 
packaged separately from flavoring and 
seasoning in curing premixes, may con¬ 
tinue to be used under prior sanctions In 
the commercial curing of meat and meat 
products and poultry products and In ac¬ 
cordance with the provisions of 55 172.- 
170 and 172.175 of this chapter that ap¬ 
ply to meat curing preparations for the 
home curing of meat and meat products. 
Including poultry and wild game. To as¬ 
sure safe use of such Ingredients the la¬ 
beling of the premixes shall bear instruc¬ 
tions to the user that such separately 
packaged ingredients are not to be com¬ 
bined until just prior to use. Encapsulat¬ 
ing or coating some or all of the ingre¬ 
dients does not constitute separate 
packaging. 


PART 171—FOOD ADDITIVE PETITIONS 

Sobpart A—Central Provision* 

See 

171.1 Petitions 

171.6 Amendment of petition. 

171.7 Withdrawn! of petition without 

prejudice. 

•Subpirl 8—Administrative Actions on 
Applications 

171.100 Regulation based on petition 
171.102’ Effective date of regulation. 

171.110 Objection to regulation and request 
for hearing 

171 130 Procedure for amending and repeal¬ 
ing tolerances or exemptions from 
tolerances. 

Acthoxity: Secs. 409. 701. 52 8tat, 1065- 
1066 as amended. 72 8tat. 1785-1788 as 
amended (21 UBC. 348. 371). unless other¬ 
wise noted 


Subpart A—General Provisions 
§ 171.1 Petition*. 

(a) Petitions to be filed with the Com¬ 
missioner under the provisions of section 
409(b) of the act shall be submitted in 
triplicate. If any part of the material 
submitted is in a foreign language, it 
shall be accompanied by an accurate and 
complete English translation. The peti¬ 
tion shall state petitioners post office 
address to which published notices or 
orders issued or objections filed pur¬ 
suant to section 409 of the act may be 
sent. 

(b* Pertinent information may be in¬ 
corporated in. and will be considered as 
part of. a petition on the basis of spe- 
eifle reference to such information sub¬ 
mitted to and retained in the flies of the 
Food and Drug Administration. How¬ 
ever. any reference to unpublished 
information furnished by a person other 
than the applicant will not be considered 
unless use of such information is au¬ 
thorized in a written statement signed by 
the person who submitted it. Any ref¬ 
erence to published information offered 
in support of a food-additive petition 
should be accompanied by reprints or 
photostatic copies of such references. 

(c> Petitions shall Include the follow¬ 
ing data and be submitted in the follow¬ 
ing form: 


(Date) 

Name of petitioner_____ 

Post-office address_.......... 

Date._.. 

Name of food additive and proposed mse_ 


Petitions Control Branch 

Food and Drug Administration 

Department of Health. Education, and 

Welfare 

Washington. D C 20204. 

Dtam S«s: 

The undersigned.___ 

submits this petition pursuant to section 
409(b)(1) of the Federal Food. Drug, and 
Cosmetic Act with respect to_ 

(Name of the rood additive and proposed use) 

Attached hereto. In triplicate, and consti¬ 
tuting a part of this petition, are the 
following: 

A- The name and all pertinent information 
concerning the food additive, including 
chemical identity and composition of the 
food additive, its physical, chemical, and 
biological properties, and specifications pre¬ 
scribing the minimum content of the desired 
component(•) and identifying and limiting 
the reaction byproducts and other Impurities. 
Where such information Is not available, a 
statement os to the reasons why It is not 
should be submitted. 

When the chemical identity and composi¬ 
tion of the food additive Is not known, the 
petition shall contain Information in suf¬ 
ficient detail to permit evaluation regarding 
the method of manufacture and the analyti¬ 
cal controls used during the various stages 
of manufacturing, processing. or packing of 
the food additive which are relied upon to 
establish that it la a substance of repro¬ 
ducible composition. Alternative methods 
and controls And variations in methods and 
controls within reasonable limits that do not 
affect the characteristics of the substance or 
the reliability of the controls may be 
specified 
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IS the food additive la a mixture of chemi¬ 
cal*. the petition ahaU supply a list of All 
substances used in the synthesis. extraction, 
or other method of preparation, regardloss of 
whether they undergo chemical change In 
the procee*. Each substance should be 
Identified by Its common English name and 
complete chemlcAl name, using structural 
formulas when necessary for specific Identifi¬ 
cation If any proprietary preparation is 
used as a component, the proprietary name 
should be followed by a complete quantita¬ 
tive statement of composition. Reasonable 
alternatives for any listed substance may be 
specified 

If the petitioner does not himself perform 
all the manufacturing, processing, and pack¬ 
ing operations for a food additive, the peti¬ 
tion shall Identify each person who will per¬ 
form a part of such operations and designate 
the part. 

The petition shall Include stability data, 
and. If the data Indicate that it U needed 
to insure the Identity, strength, quality, or 
purtty of the additive, the expiration date 
that will be employed. 

B. The amount of the food additive pro¬ 
pos'd for uao and the purposes for which it 
Is proposed, together with oil directions, 
recommendations, and suggestions regarding 
the proposed use. as well as specimens of the 
labeling proposed for the food additive and 
any labeling that will be required by appli¬ 
cable provisions of the Federal Food, Drug, 
and Cosmetic Act on the finished food by 
reason of the use of the food additive If the 
additive results or may reasonably be ex¬ 
pected to result from the use of packagtm* 
material, the petitioner shall show how thl* 

• may occur and what residues may reasonably 
be anticipated. 

iTypewritten or other draft-labeling copy 
will be accepted for consideration of the peti¬ 
tion. provided a statement la mode that final 
primed labeling Identical in content to the 
draft copy will be submitted as soon m avail¬ 
able and prior to the marketing of the food 
additive. . . _ 

If the food additive is one for which a 
tolerance limitation Is required to assure Its 
safety, the level of use proposed should be no 
higher than the amount reasonably required 
to accomplish the intended physical or other 
technical effect, even though the safety data 
may support a higher tolerance ! 

C. Data establishing that the food additive 
will have the intended physical or other 
technical effect or that It may reasonably be 
expected to become a component, or to affect 
the characteristics, directly or Indirectly, of 
food and the amount necessary to accomplish 
this These data should include information 
in sufficient detail to permit evaluation with 
control data. 

IX A description of practicable methods to 
determine the amount of the food additive 
In the raw, processed, and/or finished food 
and of any substance formed in or on such 
food because of It* use. The test proposed 
shall be one that can be used for food-control 
purpose* and that can be applied with con¬ 
sistent results by any properly equipped and 
trained laboratory personnel 

E. Full reports of Investigations mado with 
respect to the safety of the food additive. 

i A petition may be regarded as incomplete 
unless It includes full reports of adequate 
testa reasonably applicable to show whether 
or not the food additive will be safe for its 
intended use. The reports ordinarily should 
include detailed data derived from appro¬ 
priate animal and othsr biological experi¬ 
ments In which the methods used and the 
results obtained arc clearly set forth. The 
petition shall not omit without explanation 
any reports of investigations that would bias 
an evaluation of the safety of the food 
additive ) 
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F. Proposed tolerances for the food addi¬ 
tive. if tolerances are required in order to 
insure Its safety. A petitioner may include 
a proposed regulation. 

O. If submitting petition to modify an 
existing regulation Issued pursuant to sec¬ 
tion 409 (c)(1)(A) of the act. full Informa¬ 
tion on each proposed change that is to be 
made In the original regulation must be 
submitted The petition may omit state- 
menu made in the original petition concern¬ 
ing which no change is proposed A supple¬ 
mental petition must be submitted for any 
change beyond the variations provided for 
In the ortgtnal petition and the regulation 
tamed on the basis of the original petition. 

H The petitioner Is required to submit an 
environmental impact analysis report analyz¬ 
ing the environmental Impact of the manu¬ 
facturing process and the ultlmnto use or 
consumption of the food additive pursuant 
to { 6 1 of this chapter. 

Yours very truly. 

Petitioner _: ...—... 

By .-. 

t Indicate authority) 

<d> The petitioner will be notified of 
the date on which hu petition is filed; 
and an incomplete petition, or one that 
has not been submitted in triplicate, will 
usually be retained but not hied as a 
petition under section 409 of the act. The 
petitioner will be notified in what re¬ 
spects his petition Is Incomplete. 

<e» The petition must be signed by the 
petitioner or by his attorney or agent, or 
♦ if jv corporation) by an authorized 
official. 

*t ) The data specified under the sev¬ 
eral lettered headings should be sub¬ 
mitted on separate sheets or sets of 
fheets. suitably identified. If such data 
have already been submitted with an 
earlier application, the present petition 
may incorporate It by specific reference 
to the earlier. If port of the data have 
been submitted by the manufacturer of 
the food additive as a master file, the 
petitioner may refer to the master file 
if and to the extent he obtains the manu¬ 
facturer’s written permission to do so. 
The manufacturer may authorize spe¬ 
cific reference to the data without dis¬ 
closure to the petitioner. Nothing herein 
shall prevent reference to published data. 

»g> A petition shall be retained but 
shall not be filed if any of the data pre¬ 
scribed by section 409(b) of the act arc 
lacking or are not set forth so as to be 
readily understood. 

<h)U> The following data and infor¬ 
mation in a food additive petition arc 
available for public disclosure, unless 
extraordinary circumstances are shown, 
after the notice of filing of the petition 
is published In the Federal Hioutii 
or. If the petition Is not promptly filed 
because of deficiencies In it. after the 
petitioner is informed that it will not be 
filed because of the deficiencies involved : 

<t) All safety and functionality data 
and information submitted with or in¬ 
corporated by reference in the petition. 

♦ ii> A protocol for a test or study, 
unless it U shown to fall within the ex¬ 
emption established for trade secrets 
and confidential commercial information 
in S 4.61 of this chapter. 

tiii> Adverse reaction reports product 
experience reports, consumer complaints. 


and other similar data and information, 1 
after deletion of: 

♦ a) Names and any Information that 
would identify the person using the 
product. 

<b) Names and any information that 
would Identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

<lv> A list of all ingredients contained 
In a food additive, whether or not ii Is 
In descending order of predominant A 
particular ingredient or group of In re- * J 
clients shall be deleted from any such list 
prior to public disclosure if it Is shown 
to fall within the exemption establh led 
in 5 4.61 of this chapter, and a notation 
shall be made that any such Ingredient 
list is incomplete. 

<v) An assay method or other ana¬ 
lytical method, unless it serves no regu- 
lutory or compliance purpose and if 
shown to fall within the excmptioii es¬ 
tablished in 9 4.61 of this chapter 
(2> The following data and informa¬ 
tion in a food additive petition are not 
available for public disclosure unless ihey 
have been previously disclosed to the 
public as defined in 8 4.81 of this chapter 
or they relate U> a product or ingredient 
that has been abandoned and they no 
longer represent a trade secret or confi¬ 
dential commercial or financial infor¬ 
mation as defined in 8 4.61 of this 
chapter: 

<ii Manufacturing methods or proc¬ 
esses. including quality control proce¬ 
dures. 

til) Production.sales, distribute: and 
similar data and information, except that 
any compilation of such data and In¬ 
formation aggregated and prepared in s 
way that docs not reveal data or infor¬ 
mation which is not available for public 
disclosure under this provision is avail¬ 
able for public disclosure. 

«ili> Quantitative or scmlquant dative 
formulas. 

*3> All correspondence and written 
summaries of oral discussions relating to 
a food additive petition are available for 
public disclosure in accordance with the 
provisions of Part 4 of this chapter when 
the food additive regulation is published 
in the Federal Register. 

(4) For purposes of this regulation, 
safety and functionality data Include all 
studies and tests of a food additive on 
animals and humans and all studies and 
tests on a food additive for identity, sta¬ 
bility. purity, potency, performance aim 
usefulness. 

♦ 1>U> Within 15 days after receipt- the 
Commissioner will notify the petitioner 
of acceptance or nonacceptance of a Pe¬ 
tition, and U not accepted the reason* 
therefor. If accepted, the dote of t.*e 
notification letter sent to petitioner be¬ 
comes the date of filing for the purp^ 6 
of section 409*b)<5) of the act. If 
petitioner desires, he may stipplemwu s 
deficient petition after being notified 
regarding deficiencies. If the supplemen¬ 
tary material or explanation of the P ell l 
tion is deemed acceptable, petitioner 
shall be notified. The date of such noti¬ 
fication becomes the date of filing If tne 
petitioner does not wish to supplement 
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or explain the petition and requests in 
writing that it be filed as submitted, the 
petition Nhall be filed and the petitioner 
• □ notified. The date of such notification 
Incomes the date of filing. 

<2> The Commissioner will publish In 
the Federal Register within 30 days from 
the date of filing of such petition, a 
notice of the filing, the name of the peti¬ 
tioner, and a brief description of the pro¬ 
posal In general terms. In the case of & 
food additive which becomes a compo¬ 
nent of food by migration from packag¬ 
ing material, the notice shall include the 
name of the migratory substance, and 
where it is different from that of one of 
the original components, the name of the 
parent component, the maximum quan¬ 
tity of the migratory substance that is 
proposed for use in food, nnd the physi¬ 
cal or other technical effect which the 
migratory substance or Its parent com¬ 
ponent is Intended to have in the pack¬ 
aging material. A copy of the notice will 
be mailed to the petitioner when the 
original is forwarded to the Federal 
Register for publication. 

<j> The Commissioner may request a 
full description of the methods used in. 
and the facilities and controls used for, 
the production of the food additive, or 
a wimple of the food additive, articles 
used as components thereof, or of the 
food in which the additive Is proposed to 
be used, at any time while a petition is 
tinder consideration. The Commissioner 
shall specify in the request for a sample 
of the food additive, or articles used as 
components thereof, or of the food In or 
on which the additive is proposed to be 
used, a quantity deemed adequate to 
permit tests of analytical methods to de¬ 
termine quantities of the food additive 
present in foods for which it Is intended 
to be used or adequate for any study or 
investigation reasonably required with 
respect to the safety of the food additive 
or the physical or technical effect it pro- 
dueex. The date used for computing the 
409?rf,i Unl f the P ur Poses or section 
t° n 9 4?. i °/ toe act shaU be moved for- 
» am l day for each day after the mailing 
oate of the request taken by the peti¬ 
tioner to submit the sample. If the ln- 
or . sam P Ie * requested a rea¬ 
sonable time in advance of the 180 days, 
Jtl* n?, 1 su bmitted within such 180 days 
aitei filing of the petition, the petition 

PrcJuSce 0nsldercd w,thdnMrn ^thout 


§ 171.7 Withdrawal of petition without 
prejudice* 

<a> In some cases the Commissioner 
will notify the petitioner that the peti¬ 
tion. while technically complete, is in¬ 
adequate to justify the establishment of 
a regulation or the regulation requested 
by petitioner. This may be due to the 
fact that the data are not sufficiently 
clear or complete. In such cases, the peti¬ 
tioner may withdraw the petition pend¬ 
ing its clarification or the obtaining of 
additional data. This withdrawal will be 
without prejudice to a future filing. Upon 
refiling, the time limitation will begin to 
nin anew from the date of refiling. 

•bt At any time before the order pro¬ 
vided for in 1 171.100(a) has been for¬ 
warded to the Federal Register for pub¬ 
lication. the petitioner may withdraw 
the petition without prejudice to a future 
filing. Upon refiling the time limitation 
will begin to run anew. 

Subpart 8—Administrative Actions on 
Applications 

§ I * 1*100 Regulation bftfrd on petition. 

(a> The Commissioner will forward for 
publication in the Federal Register. 
within 90 days after filing of the petltiou 
(or within 180 days if the time is ex¬ 
tended as provided for in section 409(c) 
(2) of the act), a regulation prescribing 
the conditions under which the food ad¬ 
ditive may be safely used (including, but 
not limited to. specifications as to the 
particular food or classes of food in or on 
which such additive may be used, the 
maximum quantity that may be used 
or permitted to remain in or on such 
food, the manner In which such additive 
may be added to or used in or on such 
food, and any directions or other labeling 
or packaging requirements for such ad¬ 
ditive deemed necessary by him to assure 
the safety of such use), and prior to the 
forwarding of the order to the Federal 
Register for publication shall notify the 
petitioner of such order and the reasons 
for such action; or by order deny the 
petition, and shall notify the petitioner 
of such order and of the reasons for such 
action. 

<b» If the Commissioner determines 
that additional time is needed to study 
and Investigate the petition, he shall by 
written notice to the petitioner extend 
the 90-day period for not more than 180 
days after the filing of the petition. 


ested person, pursuant to Part 2 of this 
chapter, may propose the issuance of a 
regulation amending or repealing a regu¬ 
lation pertaining to a food additive or 
granting or repealing an exception for 
such additive. 

(b> Any such petition shall include an 
assertion of facts, supported by data, 
showing that new information exists with 
respect to the food additive or that new 
uses have been developed or old uses 
abandoned, that new data are available 
as to toxicity of the chemical, or that 
experience with the existing regulation 
or exemption may justify its amendment 
or repeal. New data shall be furnished in 
the form specified in I! 171.1 and 171.100 
for submitting petitions. 


l/t —t-UUD ADDITIVES PERMITTED 
FOR DIRECT ADDITION TO FOOD FOR 
HUMAN CONSUMPTION 


Sec 

172.5 


Subpart A—Central Provitloai 

CJ*ner*J provisions for direct food 
additives. 


Subpart B —Food Preservative* 

172.110 BRA 
172.115 BHT. 

172.120 Calcium diaodium RJDTA. 

172.130 Dchydroscetlc acid 
172.136 Disodium EDTA 
172.140 Ethoxyqulu. 

172.145 Hcptylparaben. 

172.150 4 -Hydroxy mcUiy 1 - 2 , Q-d l-f erf-butyl- 

phenol. / 

172.100 Potassium-nitrate. 

172.170 Sodium nitrate. 

172.176 Sodium nitrile 

172.177 Sodium nitrite used In processing 

smoked chub. 

172 180 Stannous chloride. 

172.185 TfiHQ 
172.100 THBP 


Subpart C—Coatings, Films and Related 
Substances 

172.210 Coatings on fresh citrus fruit. 
172.315 Coumorone-indene realn. 

172.225 Methyl esters of fatty adds pro- 
duccd from edible fata and oUb. 
172.230 Microcapsules for flavoring oils 
172.235 Morpholine * 

172.250 Petroleum naphtha. 

172.255 Polyacrylamide. 

172200 Ox id teed polyethylene 
172.275 Synthetic paraffin and succinic de¬ 
rivatives. 

172280 Terpene realn. 

Subpart D—Special Dietary and Nutritional 
Additives 


S 1 ' 16 \nirriilii»cnt of petition. 

R petlUon ha* been filed, 
m. ner may submit additional ir 
d “ ta hi support thereol 
, f 015 Commissioner d< 
mine* that the additional lnformatlc 
J‘ “ “mount* to a substantive om< 
njent. the petition a* amended wil 
ftmtf« new date, and the i 

the w f? begin t0 fun anew. Wi 

funen< lment propose 
ubstaniial change to the petition wl 
may affect the quality of the human 
v onment. the petitioner is require* 
submit an environmental impact ana! 
pursuant to 16.1 of this chat 


§ 1 1 1.102 Effective datr of regulation, 

A regulation published in accordance 
with i 171.100(ai shall become effective 
upon publication in the Federal Regis¬ 
ter. 

8 171.1 10 IWi'dtirr for objection* and 

hearing*# 

Objections and hearings relating to 
food additive regulations under section 
409 <c>, (d>. or <h> of the act shall be 
governed by Part 2 of this chapter. 

§ I <1.130 ^ Procedure for amending and 
repealing tolerance* or exemption* 
from tolerance*. 

< a • The Commissioner, on hb own ini¬ 
tiative or on iiie petition of any Inter- 


172210 

172216 
172.320 
172 325 
172 330 

172.336 

172.345 

172.350 

172285 
172.370 
172.375 
172285 
172 393 


172,410 
172.430 
172 480 
172 190 


Aluminum nicQiinate. * 
Nlcotinoinidc-ftscorbic arid complex 
Amino acids. 

Biikerx yeoat protein 
Calcium pantothenate, calcium 
chloride double aalt. 

D-Pan tolhenam idc. 

Fbllc add (folncln). 

Pumaric acid and salt# or fumario 
acids. 

Kelp. 

Iron-choliiic citrate complex. 

Potassium iodide 

Whole fish protein concentrate. 

Xylitol 

Subperl E— Antics king Agents 

Calcium elllcate. 

Iron ammonium citrate. 

Silicon dioxide. 

Yellow prusslate of soda. 
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Subpart f—Flavoring A«,nt» and Retatad 
SubaGocaa 

Sfi’C 

172.510 Natural flavoring subatanoea and 
natural nubstance* us«d in con¬ 
junction with flavor*. 

172.515 Synthetic flavoring eubetance* and 
adjuvants. 

172.520 Cocoa with dioctyl oodlum eulfoc- 
clnate for manufacturing. 

172.530 Disodium guanylat*. 

172.533 DUodlum inoalnatc. 

172.650 Modified hop extract. 

172.575 Quinine. 

172.580 Safrole-free extract of saa^tfraa. 

172 585 Sugar beet extract flavor boae, 

172.500 Ycuat-malt sprout extract. 

Sobp.ift 0—Gums. Chewing Gum Gases and 
Related Substances 

172.610 Arabtaogalocton. 

172.615 Chewing gum baae. 

173.620 Carrageenan. 

172.623 Carrageenan with polysorbate 80. 
173.636 Salta of carrageenan. 

172.655 Furcelicran. 

172.660 Salt* of furcoUnran 
172.003 Xunthon gum. 

Subpart H—Otbar Specific Usage Additives 

172.710 Adjuvant* for pcatlclde uee dilu¬ 
tions. 

172 712 Dimethyl dialkyl ammonium chlo¬ 
ride. 

172.716 Calcium Ugnoaulfonate. 

172.720 Calcium iactoblonate. 

172.725 Olbberclllc add and lta potassium 
aalt. 

172.730 Potassium bromate. 

172.735 Glycerol ester of wood roain. 

172.755 Stcaryl monoglyceridyl citraU. 
172-765 Suoclstearln (etearoyl propylene 
glyool hydrogen succinate). 

172.770 Ethylene oxide polymer. 

172.775 Me Uiacrylic add-divlnylbcnrene co¬ 
polymer. 

Subpart I—Multipurpose Additives 

172.802 Acetone peroxides. 

172 804 Aspartame. 

172806 Azodlcarbonamlde. 

172808 Copolymer condensates of ethylene 
oxide and propylene oxide. 

172810 Dioctyl sodium sulfosuccinate. 
172.812 Glycine. 

172814 Hydroxy la ted lecithin. 

172816 Methyl glucoeidc-coconut oil ester. 
172818 Oxyateorln. 

172820 Polyethylene gylcol (mean mole¬ 
cular weight 200-9.500). 

172 822 Sodium lauryl sulfate. 

172824 Sodium mono- and dimethyl naph¬ 
thalene sulfonates. 

172826 Sodium stearyi fumarate 
172828 Acetylated monoglyeerldw. 

172.830 Succlnylated monoglycerides. 

172832 Motvoglycerlde citrate. 

172.834 Ethoxylated mono- and dlglycer- 
idc*. 

172.836 Polysorbate 80. 

172838 Polysorbate 65. 

172 8*10 Polysorbate 80. 

172842 Sorb t tan monos learn te 
172844 Calcium stearoyi-2-lactylate 
172846 Sodium *tearoyl-2-lactylate. 

172 848 Lactylie eaten or fatty acid* 

172 B50 Lac ty la led fatty acid esters of glyc¬ 
erol and propylene glycol. 

172832 Olyceryl-lacto eaters of fatty acids. 
172 854 Poiyglycerol esters of fatty acids. 
172.836 Propylene glycol mono- and di¬ 
ps ten of fata and fatty acid*. 

172 858 Propylene glycol alginate. 

172 860 Fatty acids. 

172 862 Oleic acid derived from tall oil 
fatty acld». 


Sec. 

172.863 Sails of fatty acids. 

172.864 Synthetic fatty alcohol a 

172.866 Synthetic glycerin produced by the 
hvdrogenolyala of carbohydrate*. 
172868 Ethyl cellulose. 

172870 Hydroxypropyl cellulose. 

172 872 Methyl ethyl cellulose. 

172874 Hydroxypropyl methylcellulose 
172 870 Castor oU. 

172878 White mineral oil. 

172 880 Petrolatum. 

172.882 Synthetic laoparafflnlc petroleum 
hydrocarbons. 

172.884 Odorless light petroleum hydro¬ 
carbon*. 

172 886 Petroleum wax. 

172.888 Synthetic petroleum wax. 

172 890 Rico bran wax. 

172 892 Pbod starch-modified. 

172 85)4 Modified cottonseed product* In¬ 
tended for human coruramptlan. 

172 806 Dried yeast*. 

172 808 Bakers yeait glycan 

Acthoiutt: Sec*. 409, 701. 32 Stat. 1055- 
1068 aa amended. 72 Stat. 1785-1788 aa 
amended <21 TJ.aC. 348. 371). unlew other¬ 
wise noted. 

Subpart A—General Provisions 

§ 172.5 Genera! provision* for dircH 

food additive*. 

fa> Regulations prescribing conditions 
under which food additive substances 
may be safely used predicate usage under 
conditions of good manufacturing prac¬ 
tice. For the purposes of this part, good 
manufacturing practice shall be defined 
to Include the following restrictions. 

<1) The quantity of the substance 
added to food does not exceed the 
amount reasonably required to accom¬ 
plish its intended physical, nutritive, or 
other technical effect in food. 

<2> Any substance intended for use in 
or on food is of appropriate food grade 
and is prepared and handled as a food 
ingredient. 

<b) The existence of a regulation pre¬ 
scribing safe conditions of use for a food 
additive shall not be construed to relieve 
the use of the substance from compli¬ 
ance with any other provision of the 
act. 

<c> The existence of any regulation 
prescribing safe conditions of use for a 
nutrient substance does not constitute a 
finding that the substance is useful or 
required as a supplement to the diet of 
humans. 

Subpart B—Food Preservatives 

S 172 .no BHA. 

The food additive BHA «butylated 
hydroxyanlsole) alone or in combination 
with other antioxidants permitted in 
food for human consumption in this Sub¬ 
part B may be safely used in or on spec¬ 
ified foods, as follows: 

«a» The BHA meets the following 
specification: 

AfiSAV (total BHA), 08.6 percent minimum. 
Melting point 48* C minimum. 

<b) The BHA is used alone or in com¬ 
bination with BHT. as an antioxidant In 
foods, as follows: 


Limita tioxi 
(total BHA 
and BUT i 
parti prr 


Food mUtion 

Dehydrated potato ahreds - so 

Active dry ycaat,--—- : ooo 

Beverage* and deeaeru prepared 

from dry mix**- -- «3 

Dry breakfast cereal*- — - SO 

Dry diced glased fruit __ 32 

Dry mixes for beverages and 

dessert*- 90 

Emulsion stab Hirers for shorten- 

mgs --—- ioo 

Potato flakes _ 56 

Potato granule*.., --—- 10 

Sweei potato flakes --- 50 


1 BHA only 

»c> To assure safe use of the additive: 

<1) The label of any market parkauc 
of the additive shall bear, in addition to 
the oilier information required by the 
act, the name of the additive. 

<2> When the additive is markr* -, in 
a suitable carrier. In addition to meeting 
the requirement of paragraph «c> ‘ 1 of 
this section, the label shall declare 
the percentage of the additive in the 
mixture. 

<3) The label or labeling of dry mixes 
for beverages and desserts shall bear ad¬ 
equate directions for use to provide that 
beverages and desserts prepared from the 
dry mixes contain no more than 2 parti 
per million BHA. 


§172.115 BUT. 

The food additive BHT (butylated hy¬ 
droxy toluene >. alone or in combination 
with other antioxidants permitted In thi? 
Subpart B may be safely used In or on 
specified foods, as follows: 

<a> The BHT meets the fellow u * 
specification: Assay (total BHT) 99 per¬ 
cent minimum. 

<b> The BHT is used alone or in com¬ 
bination with BHA, as an antioxidant 
in foods, as follows: 

Limitaunnt 
[total BHA 

. and BUT) 

partt per 

ffjlUion 

Dehydrated potato shred* ---- 

Dry breakfast cereals .—.- JJJ 

Emulsion stabilizers for shortening* 

Potato flakes.. —--- f 

Potato granule* --—- M 

Sweet potato flake* .—... 


<c) To assure safe use of the additive. 
U> The label of any market package 
of the additive shall bear. In addition to 
the other Information required by me 


act. the name of the additive. 

<3> When the additive Is marketed m 
a suitable carrier. In addition to met in* 
the requirement of paragraph <c>(l> W 
this section, the label shall declai m* 
.—>— »h, n/Mttive in the mixture. 


i IT2.120 Calcium dhodiuni El>1 V. 

The food additive calcium disodmm 
33TA i calcium dlaodium ethyleneci 
imlneictraacetate) may be safely 
n designated foods for the purposes ana 
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In accordance with the conditions pre¬ 
scribed, as follows: 

»a) The additive contains a minimum 
of 99 percent by weight of either the 
dihydrate C„H (XN-CaNa, 2H.O or the 
trihydrate C,»H„CXN : CaNa, 3H.O, or 
any mixture of the two. 

• b) It is used or intended for use as 
fallows: 

(1) Alone, in the following foods at 
not to exceed the levels prescribed, cal¬ 
culated as the anhydrous compound: 


limit*- 

UOtl 

Foo«l i pm# C* 

tire mil¬ 
lion i 


C»Mjo*r. Itlr-kUn) 


cuiwU vorfoowilrtl 
•oft drink#. 

Cantmd whM« 
tout or#. 

( I ana (cooked 
llinND. 

( r ibaiml (cuokol 
raurMrtfl. 

' tkiimhrr* pi kJn)... 


DoiilM oMinlfe 

»wrsfcML 

1 )"•***&, ftOlltfftlld- 
Ofillln), 

r >r!r»! Ilnm Iwgfi# 
<rot»k#d eonnrd> 

Fc product that is 
' uid-ojoknl and 
otfiuis, In * rvlin- 
•t/imt sliupr, of rg S 
uiitlr witiiiuilftnrf 
rat yolk. 

1 fnurtiMHl mah 


' * •* ' 

Mmtiroom# . 

.-arntedl. 


''•ivrroMS. 

Frrnefl tnWfeh 


Olroomnuri'i* 
yrrnMl ptr fllliltf . 

Iutato salad 
I mcM^d dry pttiso 


230 


33 


Pmniofr rotor, flavor. 
4iu! trsturv retm. 
ttan. 

Promoic flavor refrtt- 


IMI. 

110 Promote rotor trim- 
tm. 

3*1 Promote citlar mru* 
lion. 

273 Retard sirurilr for¬ 
mation; promot* 
rotor rrtrntion. 

73fl l*ronute rotor, flavor, 
and trxiitro men- 
lion. 

25 Promote at ability oI 
rotor, flavor, ami/ 
or jiroduii riant j. 

75 1‘nscnrstlvr. 


310 l*rotm*v rotor PM ra¬ 


tion. 
• 3IW Prrom 


2f* .VnOsaaldita o*rtH. 

*73 IVamnitv 

74 Do. 

.'•■i ProuxMr rotor rvtm- 
»ton when #u.*h us* 
I# pmnikNl by an 
rfto-tiv* tmipnrary 
permit ivaurd tmdrr 
w*. 13017 of Ihh 
•'Itapla* 

73 |’rr«rrvativr. 

MB Prornolr rotor retro* 

ItoM. 

100 I'rtrarmaUvr. 

*no Promote rotor rviro- 


Suioel dresains _._ 

I^andwirh #|>rr*ij 

fcM#TO#__.. 

SUrtmp <rooked 
ramiNli. 


rxinartivca 
itMkiUraHitta 
*H"*t»*K •mlflrfaOr 
ndrce*t and tenon 
flavored or oranav 
flavor*! 


74 Pie#er%#Uve. 

1<» Do. 

75 Do 

£*> U< ‘nrd strutiir fc*- 
mat ion. proton*# 
rofoir mention, 

•> PronaKo rotor and 
flavor roirtjikm. 

inti Protn<Sr rob* r#tr«- 
tfton. 


Hy tovitht <•* f%d yolk ponion. 

«2) With disodium EDTA (disodium 
ethylenedinmlnetetraacetate) in the fol¬ 
lowing foods at not to exceed. In com¬ 
bination, the levels prescribed, calculated 
as anhydrous C .IhXXNtCaNa.: 


Limita¬ 

tion 

Food (post# L*sr 


!>nj#A)n*?. &on#iam)«rdif ed. 

71 

PifWnnlhm. 

Frvnth drrowut-- 

74 

IM. 

M#yoimai#r.. 


f»n. 

SaJivI 4!r«**in# __ 

75 


Sandwich tprrjwl 

MB 

Do. 

Sat*cv* 

75 

Do. 


(C) To asure safe use of the additive: 

1 1 • The label and labeling of the ad¬ 
ditive container shall bear, in addition 
to the other information required by the 
act. the name of the additive. 

<2 1 The label or labeling of the addi¬ 
tive container shall bear adequate use 
directions to provide a Anal food product 
that complies with the limitations pro¬ 
vided in paragraph ib) of this section. 

id) In the standardized foods listed 
in paragraph • b • of this section, the 
additives are used only In compliance 
with the applicable standards of identity 
for such food*. 

§ 172.130 Dfindniiiirf’tir nriti. 

The food additive dchydroaceuc acid 
and' or its sodium salt may be safely used 
in accordance with the following pre¬ 
scribed conditions: 

«a> The food additive meets the fol¬ 
lowing specifications: 

Dehydroacetic acid: Melting point. 
109 C-lll C; assay, minimum 98 per¬ 
cent «dry basis). 

Sodium salt of dehydroacetic acid: 
Assay, minimum 98 percent (dry basis). 

ib) It is used or intended for use as 
a preservative for cut or peeled squash, 
and is so used that no more than 65 parts 
per million expressed as dehydroaceur 
acid remains in or on the prepared 
squash. 

ic) The label or labeling of any pack¬ 
age of the additive Intended for use in 
food shall bear adequate directions for 
use to insure compliance with this 
section. 


S 172.133 l)i«mliuni i.D I A. 

The food additive disodium EDTA 
'disodium pthylencdiaminetctruaretate' 
may be safely used in designated foods 
for the purposes and in accordance with 
the following prescribed conditions: 

•a) The additive contains a minimum 
of 99 percent dl&ocUum ethylenediamine- 
tetraacetate dihydrate <C*H ,OiN»Na 
2H.O *. 

ib) It is used or intended for use as 
follow's: 

• li Alone, in the following foods at 
not to exceed the levels prescribed, cal¬ 
culated as anhydrous calcium disodium 
EDTA: 


Ltnm*- 
• tkm 

I uo«J tu#n» t#< 

jwr mil- 
bool 


A'jtirocis mnliujtv 
mm prvpurarMjni# 


1 ‘alliini bUck-tyni 
pea#. 

Canned rooked 
rJikfcl***. 

Canned kidiK> 
taoM. 


M! *?: iwtgm 
pto JUUrtf’ 

CooknJ 1JIUBJ' 


D»r**l«!#^ lUKittJurf* 

ardDtnl. 

i roru-Ji diwaliiK_* 

Kroxrn «-blia m* 
inUva inrhaliiiff 
rut potatora. 

(•rfllta flab talk or 
paitirv lit pariibcf 
medium. 

Mayonnai##.,... 

Iliudy-lo-ra? renrat 
1‘rodurt* rontoJuli* 
dried twifyjaf 
Salad drrmtnr ..... 
Sandwich ipmd ... w 
S*urv#L_ 


I» 

with iron mil# ## a 
tor vha- 
mi u Rtf in U*»u^l 
mnhivitanilh 
prvpon#tion%. 

145 

i'roiiMK* rotor »•- 
t rwilmv 

SU 

l>*». 

Mi 

rrrorrvailv- 

US) 

rmsuote rotor fv- 
(niUoo. 

M 

A# a cun* «*-^Vralor 
with tiMbnm mror* 
hnto or tororlim 

mitt 

73 

Pnwrriitifr 

74 

Do. 

l*t> 

Cromoto r*- 

tmtlou. 

50 

Inlrllilt dtoxdoikUofn 

73 

PrurmilTi 1 , 

* 395 

rromofK rotor p- 
tvutiun. 

73 

Prwnraiiv*. 

i H 

Do. 

73 

Do. 


’ Ho#ed on total weight o I flushed prothit-i inrHiditWf 
porkiftf tnedioiu. 

»fu u/tnl Iuiiijuu CQOlponrnC of rn>itu< 1. 

t2i With calcium disodtum EDTA 
«calcium dlsodium ethylenediaminetet¬ 
raacetate: calcium disodlum *ethylened- 
Initnlo) tetraacetate), in the following 
foods at not to exceed. In combination. 
the levels prescribed, calculated as an¬ 
hydrous C HiiO,N_CaNa : 


Fool 

L.UU1A- 

itoii 

port# 

1*4# 

Dirmlnjw, •)<*!#! andonlunl 

73 


Fmifh <hv##liif 

71 

Do, 

kUronoHiw 



drreglns _ 

71 

IV 

Sondwlt h tprrod.. 

ino 

Du 

Hilled. 

74 

Do 


«3) Alone, as a sequestrant m the non¬ 
nutritive sweeteners that are listed in 
! 180.37 of this chapter and that, in addi¬ 
tion. are designed for aqueous solution: 
Provided, That the amount of the addi¬ 
tive, calculated as anhydrous calcium di¬ 
sced wn EDTA. does not exceed 0.1 per¬ 
cent by weight of the dry nonnutritive 
sweetener. 

<c) To assure the safe use of the 
additive: 

<1> The label and labeling of the ad¬ 
ditive container shall bear, in addition to 
the other information required by the 
act. the name of the additive. 
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<2> The label or labeling of the addi¬ 
tive container shall bear adequate use 
directions to provide a final food product 
that complies with the limitations pro¬ 
vided in paragraph (b) of this section. 

td) In the standardized foods Listed 
in paragraph (b)(1) and (2) of this sec¬ 
tion the additives are used only In com¬ 
pliance with the applicable standards of 
identity for such foods. 

§ 172.1 10 Lllioxyquin. 

• a* Ethoxyquin (l^-dihydro-S-eth- 
oxy^^^-trimethylqulnollne) may be 
safely used as an antioxidant for pres¬ 
ervation of color in the production of 
chili powder, paprika, and ground chili 
at levels not in excess of 100 parts per 
million. 

<b> In order to provide for the safe 
use of the additive in feed prepared in 
accordance with ll 573.380 and 573.400 
of this chapter, tolerances are established 
for residues of ethoxyquin in or on edible 
products of animals os follows: 

5 parts per million in or on the un¬ 
cooked fat of meat from animals except 
poultry. 

3 parts per million In or on the un¬ 
cooked liver and fat of poultry. 

0.5 part per million In or on the un¬ 
cooked muscle meat of animals. 

0.5 part per million in poultry eggs. 

Zero in milk. 

§ 172.145 Hrpl»l|» 0 rabcn. 

i a) The food additive hcptylparaben is 
the chemical n-heptyl p-hydroxybenzo- 
ate 

(b) It may be safely used to inhibit 
microbiological spoilage in accordance 
with the following prescribed conditions: 

(1) In fermented malt beverages in 
amounts not to exceed 12 parts per mil¬ 
lion. 

<2> In noncarbonated soft drinks and 
fruit-based beverages in amounts not to 
exceed 20 parts per million, when stand¬ 
ards of Identity established under section 
401 of the act (21 U.8.C. 341) do not 
preclude such use. 

§ 172.150 l-lly«lro\j mclltvl-2.6-di-frrf- 
bulj Iplicnol. 

The food additive 4-hydroxymethyl- 
2.6-di-ferf-butylphenol may be safely 
used in food in accordance with the fol¬ 
lowing prescribed conditions: 

(a) The additive has a solidification 
point of 140* <M41* C. 

<b) The additive is used as an anti¬ 
oxidant alone or in combination with 
other permitted antioxidants. 

<c> The total amount of all antioxi¬ 
dants added to such food shall not ex¬ 
ceed 0.02 percent of the oil or fat con¬ 
tent of the food, including the essential 
'volatile' oil content of the food. 

§ 172.160 Poiutiam nitmic. 

The food additive potassium nitrate 
may be safely used as a curing agent in 
the processing of cod roe. in an amount 
not to exceed 200 ports per million of the 
finished roc. 

§ 172.170 Sodium nitrate. 

The food additive sodium nitrate may 
be safely used in or on specified foods in 


accordance with the following prescribed 
conditions: 

<a> It is used or intended for use as 
follows: 

(1> As a preservative and color fixa¬ 
tive, with or without sodium nitrite, in 
smoked, cured sableftsh. smoked, cured 
salmon, and smoked, cured shad, so that 
the level of sodium nitrate does not ex¬ 
ceed 500 parts per million and the level 
of sodium nitrite docs not exceed 200 
parts per million in the finished product. 

<2' As a preservative and color fixa¬ 
tive. with or without sodium nitrite, in 
meat-curing preparations for the home 
curing of meat and meat products (in¬ 
cluding poultry and wild game*, with 
directions for use which limit the amount 
of sodium nitrate to not more than 500 
parts per million In the finished meat 
product and the amount of sodium 
nitrite to not more than 200 parts per 
million in the finished meat product. 

<b> To assure safe use of the additive. 
In addition to the other information re¬ 
quired by the act: 

(1) The label of the additive or of a 
mixture containing the additive shall 
bear: 

<i> The name of the additive. 

(ii> A statement of the concentration 
of the additive in any mixture. 

<2> If in a retail package intended for 
household use, the label and labeling of 
the additive, or of a mixture containing 
the additive, shall bear adequate direc¬ 
tions for use to provide a final food prod¬ 
uct that compiles with the limitations 
prescribed in paragraph <a) of this 
section. 

(3) If in a retail package Intended for 
household use. the label of the additive 
or of a mixture containing the additive, 
shall bear the statement ' Keep out of 
the reach of children". 

§ 172.175 Sodium nilritc. 

The food additive sodium nitrite may 
be safely used In or on specified foods in 
accordance with the following proscribed 
conditions: 

(a) It is used or intended for use as 
follows: 

(1) As a color fixative in smoked cured 
tunaflsh products so that the level of 
sodium nitrite does not exceed 10 parts 
per million (0 001 percent) in the finished 
product. 

(3) As a preservative and color fixa¬ 
tive. with or without sodium nitrate, in 
smoked, cured sableflsh, smoked, cured 
salmon, and smoked, cured shad so that 
the level of sodium nitrite does not ex¬ 
ceed 200 parts per million and the level 
of sodium nitrate does not exceed 500 
parts per million In the finished product. 

<3) As a preservative and color fixa¬ 
tive. with sodium nitrate, in meat-curing 
preparations for the home curing of meat 
and meat products (including poultry 
and wild game), with directions for use 
which limit the amount of sodium ni¬ 
trite to not more than 200 ports per 
million in the finished meat product, 
and the amount of sodium nitrate to not 
more than 500 parts per million in the 
finished meat product 

'b» To assure safe use of the additive. 


in addition to the other information 
required by the act: 

(1) The label of the additive or of a 
mixture containing the additive shall 
bear: 

(i> The name of the additive. 

til) A statement of the concentration 
of the additive in any mixture. 

<2> If in a retail package intended for 
household use. the label and labeling of 
the additive, or of a mixture containing 
the additive, shall bear adequate direc¬ 
tions for use to provide a final food prod¬ 
uct which complies with the limitations 
prescribed in paragraph (a) of this 
section. 

(3) If in a retail package intended for 
household use. the label of tlie additive 
or of a mixture containing the additive 
shall bear the statement "Keep out of 
the reach of children". 

§ 172.177 Sodium nitrStr u*r<l in proc- 
r*%ing Mttokcd rltub. 

The food additive sodium nitrite may 
be safely used in combination with salt 
<NaCi) to aid in inhibiting the outgrowth 
and toxin formation from Clostridium 
botulinum type E in the commercial 
processing of smoked chub in accordance 
with the following prescribed conditions 

(a) All fish in smoking establish¬ 
ments shall be clean and wholesome and 
shall be expeditiously processed, packed, 
and stored under adequate sanitary con¬ 
ditions in accordance with good manu¬ 
facturing practice. 

(b) The brining procedure is con¬ 
trolled in such a manner that the water 
phase portion of the edible portion of 
the finished smoked product has a salt 
(NaCl) content of not less than 3.5 per¬ 
cent, as measured in the loin muscle, and 
the sodium nitrite content of the edible 
portion of the finished smoked product is 
not less than 100 parts per million ana 
not greater than 200 parts per million, as 
measured in the loin muscle. 

(c) Smoked chub shall be heated by a 
controlled heat process which provides a 
monitoring system positioned in as many 
strategic locations in the smokehouse as 
necessary* to assure a continuous tem¬ 
perature throughout each fish of at least 
160 F for a minimum of 30 minutes 

<d> The finished product shall be 
cooled to a temperature of 50 * F or be¬ 
low within 3 hours after smoking and 
further cooled to a temperature of 38 * F 
or below within 12 hours after smoking. 
A temperature of 38 * F or below shall be 
maintained during oil subsequent stor¬ 
age and distribution. All shipping con¬ 
tainers, retail packages, and shipping 
records shall indicate with appropriate 
notice the perishable nature of the prod¬ 
uct and specify that the product shall 
be held under refrigeration <38 ’ F or 
below* until consumed. 

<e> To assure safe use of the additive: 

f 1» The label and labeling of the addi¬ 
tive container shall bear, in addition to 
the other information required by the 
act. the name of the additive. 

• 2) The label or labeling of the addi¬ 
tive container shall bear adequate direc¬ 
tions to assure use in compliance witn 
the provisions of this section. 
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§ 172.180 Stannou* cliloridr. 

The food additive stannous chloride 
may be safely used for color retention in 
asparagus packed in glass, with lids lined 
with an inert material. In an amount not 
to exceed 20 parts per million calculated 
as tin (8n>. 

§172.185 TBIIV. 

The food additive TBHQ. which is the 
chemical 2- (14 -dimethylethy 1)-1,4-ben- 
zenediol (Chemical Abstracts Service 
Registry Number 1948-33-0). also known 
as tertiary butylhydroquinone. may be 
safely used in food In accordance with 
the following prescribed conditions: 

fa^The food additive has a melting 
point of 120.5 1 C-128.5* C. 

• b> It is used as an antioxidant alone 
or in combination with BHA and/or 
BHT. 

<c) The total antioxidant content of a 
food containing the additive will not ex¬ 
ceed 0.02 percent of the oil or fat con¬ 
tent of the food, including the essential 
volatile) oil content of the food. 

§ I72.IW TUBP. 

The food additive TUBP (2,4,5-trihy- 
droxybutyrophenone) may be safely used 


in food in accordance with the following 
prescribed conditions: 

(a) The food additive has a melting 
point of 149* C-153* C. 

<b) It is used as an antioxidant alone 
or in combination with other permitted 
antioxidants. 

(c) The total antioxidant content of 
a food containing the additive will not 
exceed 0.02 percent of the oil or fat con¬ 
tent of the food, including the essential 
(volatile) oil content of the food. 

Subpart C—Coatings, Films and Related 
Substances 

§ 172.210 Clouting* on frr*h ritru* fruit. 

Coatings may be applied to fresh citrus 
fru’t for protection of the fruit in ac¬ 
cordance with the following conditions: 

<a) The coating is applied in the mini¬ 
mum amount required to accomplish the 
intended effect. 

<b> The coating may be formulated 
from the following components, each 
used in the minimum quantity required 
to accomplish the Intended effect: 

(1) Substances generally recognized as 
safe for the purpose or previously sanc¬ 
tioned for the purpose. 

(2) One or more of the following: 


Component 

Putty acids..- 

Oleic acid derived from tali oil 
fatty acids. 

Partially hydrogenated rosin..... 

Pentaerythrltoi enter of maleic 
anhydride-modified wood 
roain. 

Do .... 


Polyethylene glycol.. ____ 

Sodium lauryl »ulfate.. 

Wood roain___..._ 


Limttatinnn 

Complying with I 172.800 

Complying with f172.162 

Catalytically hydrogenated to a maximum refractive tndex 
of 1.5012 at 100* C. Color of WO or paler. 

Acid number of 134-145. drop-softening point of 127* C- 
137* C: saponification number of leas than 280; and a 
color of M or paler. 

Acid number of 176-18S; drop-*oftemng point of 110* C~ 
118* C; saponification number or less than 280. and a 
color of M or paler. 

Complying with I 172,820 As a defoomcr and dispersing 
adjuvant. 

Complying with • 172422 A* a film former. 

Color of K or paler 


<3> Ill lieu of the components listed in paragraph <b* <2> and (4) of this sec¬ 
tion . the following copolymer and one or more of the listed adjuvants. 


Component 

Vinyl chlorlde-vinylldene chlo¬ 
ride copolymer. 

Polyethylene glycol__ 

Polyvinylpyrrolidone ... 

Potassium persulfate... 

Propylene glycol alginate_ 

Sodium decylbenrenesulfonate. 


Limitations 

Am an aqueous dispersion containing a minimum of 76 
percent water when applied. 

Complying with I 172.820 As a defoamer and dispersing 
adjuvant. 

Do. 

Do. 

Do. 

Do. 


<4» In lieu of the components listed in paragraph (b) (2) and <3> of tills sec¬ 
tion. the following rosin derivative and either or both of the listed adjuvants: 


Component 

Calcium salt or partially di¬ 
merized roain. 


Petroleum naphtha_....__ 

fiperm oil..... 


Limitations 

Raving a maximum drop-softening point of 187*C and a 
color of H or paler. It Is prepared by reaction with not 
more than 7 parts hydrated lime per 100 parts of par¬ 
tially dimerized roain. The par tiAlly dimerized roain Is 
roain that has been dimerized by sulfuric add catalyst 
to a drop-softening point of 85* C to 105* C and a color 
of WG or paler. 

A* adjuvant Complying with f 172 260 

As adjuvant. 


§ 172.215 Loumaroitr-imtrrtr rr»«it. 

The food additive countarone-indene 
resin may be safely used on grapefruit, 
lemons, limes, oranges, tangelos, and 
tangerines in accordance with the fol¬ 
lowing prescribed conditions: 

(a) The food additive Is manufactured 
by the polymerization of a crude, heavy 
coal-tar solvent naphtha meeting the 
following specifications: 

(1) It is a mixture of indene. indan 
thydrindene). substituted benzenes, and 
related compound*. 

(3) It contains no more than 0.25 per¬ 
cent tar bases. 

<3> 95 percent distills in the range 
167* C-184* C. 

«b> The food additive meets the fol¬ 
lowing specifications: 

d) Soft point, ring and ball: 126* C 
minimum as determined by the American 
Society for Testing Materials Method No. 
E-28-5IT 

<2) Refractive index ( ^ ^ 1-63-1.64. 

(c» It is used or intended for use as a 
protective coating for grapefruit, lemons, 
limes, oranges, tangelos. and tangerines 
whereby the maximum amount of the 
resin remaining on the fruit does not 
exceed 200 parts per million on a fresh- 
weight basis, 

<d) To assure safe use of the additive: 

(1) The label of the market package 
or any intermediate premix of the addi¬ 
tive shall bear, in addition to the other 
information required by the act: 

<i> The name of the additive, couma- 
rone-lndene resin. 

<h> A statement of the concentration 
of the additive therein. 

(2) The label or accompanying label¬ 
ing shall bear adequate directions that, 
if followed, will result in a finished food 
not in conflict with the requirements of 
this section 

§ 172.225 MelliyI r^irr* of fully nr id* 

pnxliiml from dihtr fuU anil nils 

Methyl esters of fatty acids produced 
from edible fats and oils may be safeiy 
used in food, subject to the following 
prescribed conditions: 

<a> The additive consists of a mixture 
of methyl esters of fatty acids produced 
from edible fata and oils and meets the 
following specifications: 

<1> Not less than 90 percent methyl 
esters of fatty acids. 

(2) Not more than 1.5 percent un- 
siiponifiable matter. 

(b> Tlie additive is used or Intended 
for use at a level not to exceed 3 percent 
by weight In an aqueous emulsion in de¬ 
hydrating grapes to produce raisins, 
whereby the residue of the additive on 
the raisins does not exceed 200 parts per 
million 

§ 172.250 M<<*r*XM»pftulr* for flxwirinjg 
oil*. 

Microcapsules may be safely used for 
encapsulating discrete particles of fla- 
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voriiig oils that are generally recognized 
m safe lor their intended use or are 
regulated under this part, in accordance 
with the following conditions: 

• a) The microcapsules may be for¬ 
mulated from the following components, 
each used in the minimum quantity re¬ 
quired to accomplish the Intended effect: 

U> Substances generally recognized 
as safe for the purpose. 

1 2) One or more of the following: 

Component Limitations 

Succtnylaied gels- Not to exceed 16 per- 

tin. cent by combined 

weight of the micro- 
capsule and flavoring 
oil. Succinic acid 
content of the gela¬ 
tin U 4.5 to 5.5 per¬ 
cent. 

Armblnognlactan -- Complying with 6 172- 
610; ae adjuvant. 

Silicon dioxide_ Complying with f 172 - 

480; as adjuvant 

In lieu of the components listed 
In paragraph (a)(2) of this section, the 
following components: 

Component Limitation a 

Olutaraldehyde ... As eroae-linking agent 
for tnaolubllizlng a 
coacervate of gum 
arable and gelatin. 
n -Octyl alcohol... As a dofoomer. 

<b> The microcapsules may be used 
for encapsulating authorized flavoring 
oils for use. In accordance with good 
manufacturing practice, m foods for 
which standards of identity established 
under section 401 of the act do not pre¬ 
clude such use, except that microcap¬ 
sules formulated from components listed 
in paragraph (a) (2) of this section may 
be used only for encapsulating lemon oil. 
distilled lime oil. orange oil. peppermint 
oil, and spearmint oil for use in dry- 
mixes for puddings and gelatin desserts. 

§ 172.235 Morpholine. 

Morpholine may be safely used as a 
component of food, subject to the follow¬ 
ing restrictions. 

(a) It Is used as the salt(s) of one 
or more of the fatty acids meeting the 
requirements of $ 172.860, as a compo¬ 
nent of protective coatings applied to 
fresh fruits and vegetables. 

< b • It is used at a level not In excess 
of that reasonably required to produce 
its intended effect. 

% 172.250 Petroleum naphtha. 

Petroleum naphtha may be safely used 
In food In accordance with the follow¬ 
ing conditions: 

<a> The additive is a mixture of liquid 
hydrocarbons, essentially paraffinic and 
naphthenic in nature obtained from 
petroleum, 

<b> The additive is refined to meet 
the following specifications when sub¬ 
jected to the procedures described in this 
paragraph. 

(1) Boiling-point range: 175* F-300* 
P. 

(.21 Nonvolatile residue: 0.002 gram 
per 100 milliliters maximum. 


(3) Ultraviolet absorbance limits, as 


follows: 

Maximum absorbance 

Wavelength (milli¬ 

per centimeter 

microns) 

optical path length 

280-289.. 

. 0. 15 

290-299 . 

...13 

300-359_ 

. ... .08 

360-400. 

.. - 02 

Analytical Strctwcatson roa Prmouruw 


Naphtha 

CKNERAL INSTRUCTIONS 

All glassware should be scrupulously 
cleaned to remove all organic matter such 
as oil, grease, detergent residues, etc. Ex¬ 
amine all glAMsware, including stoppers and 
stopcocks, under ultraviolet light to detect 
any residual fluorescent contamination. As 
a precautionary moasure, tt Is recommended 
practice to rinse all glassware with purified 
Isooctane Immediately before uee. No grease 
Is to be used on stopcocks or Joints. Great 
care to avoid contamination of petroleum 
naphtha samples in handling and to assure 
absence of any extraneous material arising 
from Inadequate packaging 1s essential. Be¬ 
cause some of the polynuclear hydrocarbons 
sought in this test are very susceptible to 
photo-oxidation, the entire procedure is to 
be carried out under subdued light. 

APPARATUS 

Separatory funnels. 250-mUUliter, and 
2.000-mlUIUter capacity, equipped with tetra- 
nuoroethylcne polymer stopcocks. 

Brlcnmeyer flask. 125-mUlUlter with 24 40 
standard taper neck. 

Evaporation flask . 250-mlllllltcr capacity 
all-glass flask equipped with 24/40 standard 
taper stopper having Inlet and outlet tubes 
to permit passage of nitrogen across the sur¬ 
face of the contained liquid to be evaporated. 

Condenser. 24 '40 Joints. flUed with dry¬ 
ing tube length optional. 

S pert ro photometric celts. Fused quartz 
cells, optical path length in the range of 
5.000 centimeters ±0 005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length In the range 1.000 
centimeter -0.006 centimeter. With dis¬ 
tilled water in the cells, determine any ab¬ 
sorbance difference. 

Spectrophotometer, spectral range 260- 
400 ms with spectral slit width of 2 ms or 
less; under Instrument operating conditions 
for these absorbance measurements, the 
spectrophotometer shall also meet the fol¬ 
lowing performance requirements: 

Absorbance repeatability. ^0.01 at 0 4 ab¬ 
sorbance. 

Absorbance accuracy/ :• 0.06 at 0.4 absorb¬ 
ance. * 

Wavelength repeatability. ±0.2 millimicron. 
Wavelength accuracy. ±1.0 millimicron. 

Ultraviolet lamp. Long wavelength <3400- 
3800A * |. 

REAGENTS 

Isooctane (2J,4-trimethylpentane>» Use 
180 millUlters In a 260-mlUiliter Ericnmoyer 
flask, add 1 milliliter of purified n-bexade- 
cane. insert the head assembly, allow nltro- 


1 Aa determined by procedure using potas¬ 
sium chromate for reference standard and 
described In National Bureau of Standards 
Circular 484. Spectrophotometry. US. De¬ 
partment ot Commerce. 1049. The accuracy 
U to be determined by comparison with the 
standard values at 290, 345, and 400 milli¬ 
microns. 


gen gas to * flow into the Inlet tube and 
connect the outlet tube to a solvent trap and 
vacuum line in such a way as to prevent any 
back flow of condensate into the flask The 
contents of the flask are evaporated on a 
steam bath until 1 milliliter of realdue re¬ 
mains Dissolve the 1 milliliter of hexadc- 
cAne residue in Uooctane and make up to 
25 milliliters. Determine the absorbance in 
a 5-centlmcter path length cell compared to 
Isooctane as reference. The absorbance 
should not exceed 0.01 per centimeter path 
length between 280-400 ms. If necessary 
Lsooctane may be purified by paaaaf^ 
through a column of activated allies gel 
(Grade 12. Davidson Chemical Co.. Baltimore 
Md . or equivalent) or by distillation. 

Methyl alcohol , A.CS. reagent grade. Ur* 
10 milliliters and proceed as with lsooctane 
The absorbance per centimeter of path letigt h 
should be 0.00 between 280-400 ms. Methyl 
alcohol may be purifled by simple distillation 
or by refluxing In the presence of potassium 
hydroxide <10 grams,'2 liters) and zinc dust 
(25 grams/2 liters) for 3 hours followed by 
distillation. 

n-Ileiadecane. 99 percent olefin*free. Dl* 
lute 1.0 milliliter of vt-hexadecaue to 26 mil- 
lUlters with lsooctane and determine the 
absorbance In a 5-centlmeter cell compnrrd 
to lsooctane as reference between 280-400 m.. 
The absorbance per centimeter path length 
shall not exceed 0.00 In this range. Purify. 
If necessary, by percolation through activated 
silica gel or by distillation. 

Sodium borohydride. 98 percent. 

Water. All distilled water must be ex¬ 
tracted with lsooctane before use A series 
of three successive extract* of 18 liters of 
distilled water with 100-millUtter portion* of 
lsooctane is satisfactory. 

procourx 

Determination of uUrariolct absorbance 
Add a 25-millttitcr aliquot of the hydrocnr- 
bon solvent together with 1 milliliter of hex- 
adecane to the 125-mUlUKer Krlenmeycr 
flank. While flushing with nitrogen, evap¬ 
orate to 1 milliliter on a steam bath Nitro¬ 
gen la admitted through a 8±l-mllliliter 
outer-diameter tube, drawn out Into a 
2±1-centimeter long and 1 ± 0 . 5 -mllllmetcr 
inner-diameter capillary tip. This is po¬ 
sitioned so that the capillary tip extends 4 
centimeters into the flask The nitrogen flow 
rate Is such that the surface of the liquid 
Is barely disturbed. After the volume Is 
reduced to that of the l milliliter of hrx- 
adccane, the flask Is left on the steam bath 
for 10 more minutes before removing. Add 
10 mill 11 Iters of purifled lsooctane to the 
flask and reevaporate the solution to a 1- 
mli lilt ter volume in the same manner as de¬ 
scribed above, except do not heat for an 
added 10 minutes. Repeat this operation 
twice more. Let the flask cool. 

Add 10 milliliters of methyl alcohol and 
about 0.3 gram of sodium borohydride 
(Minimize exposure of the borohydride to 
the atmosphere; a measuring dipper may be 
used.) Immediately lit a water-cooled con¬ 
denser equipped wdth a 24/40 Joint and with 
a drying tube into the flask, mix until the 
sodium borohydride la dissolved, and allow 
to stand for 30 minutes at room temprn* 
ture. with intermittent swirling. At the end 
of this time, disconnect the flask and evapo¬ 
rate the methyl alcohol on the steam bath 
under nitrogen until sodium borohydride 
begins to drop out of solution. Remove the 
flask and let It cool. 

Add 0 milliliters of lsooctane to the flaflk 
and swirl to wash the crystalline slurry 
Carefully transfer the lsooctane extract to a 
250-milliliter separatory funnel. Dissolve 
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the crystal* in the flank with about 25 in mi¬ 
ll lent of distilled water and pour thin also 
into the separatory funnel. Adjust the 
,.,nter volume in the separatory funnel to 
.bout 100 mllll)Iters and shake for 1 minute. 
After separation of the layers, draw off the 
itpieous layer Into a second 250-mUUllter 
«-punitory funnel. Transfer the bydro- 
. nr bon layer In the first funnel to a 25-mllli* 
liter volumetric flask. 

Carefully wash the Krlenmeyer flask with 
an additional 0 milliliters of isooctane, swirl, 
and transfer to the necond separatory funnel, 
shake the funnel for 1 minute. After sepa¬ 
ration of the layers, draw off the aqueous 
layer Into the first separatory funnel. Trans¬ 
fer the lsooctane In the second funnel to the 
• alumetrie flask. Again wash the Erlen- 
rncyer flask with an additional 0 mlllOiters 
oi lsooctane. swirl, and transfer to the first 
'juratory funnel. Shake the funnel for 
1 minute. After separation of the layers, 
draw off the aqueous layer and discard. 
Transfer the lsooctane layer to the volumet¬ 
ric flask and adjust the volume to 26 milli¬ 
liters of lsooctane. Mis the contents well, 
then transfer to the first separatory funnel 
and wash twice with 50-milliliter portions of 
dHailed water. Discard the aqueous layers 
after each wash. 

Determine the ultraviolet absorbance of 
the lsooctane extract In 5-centime ter path 
length cells compared to lsooctane as refer¬ 
ence between 280-400 ms. Determine a re¬ 
agent blank concurrently with the sam¬ 
ple. using 25 milliliters of purified lsooctane 
instead of a solvent sample and measuring 
the ultraviolet absorbance of the blank be¬ 
tween 280 400ms. 

Tbs reagent blank absorbance should not 
exceed 0,04 per centimeter path length be¬ 
tween 280-289 ms: 0.020 between 200-359 
ms; and 0.010 between 350-400 m*. 

Determination of boiling-point range. Use 
A3TM Method D-85 

Determination of nonvolatile residue. Far 
hydrocarbons boiling below 250* F deter¬ 
mine the nonvolatile residue by A STM Meth¬ 
od D-13&3; for those boiling above 250* P, 
h*e AJ8TM Method D-381. 

to) Petroleum naphtha containing 
fthUo&ldanta shall meet the specified 
ultraviolet absorbance limits after cor¬ 
rection for any absorbance due to the 
antioxidants. Petroleum naphtha may 
contain antioxidants authorized for use 
in food in an amount not to exceed that 
reasonably required to accomplish the 
Intended effect or to exceed any pre¬ 
scribed limitations. 

<d) Petroleum naphtha is used or in¬ 
tended for use as a solvent in protective 
coatings on fresh citrus fruit in compli¬ 
ance with ft 172.210. 

§ 172.255 Polynrryltf niitl« . 

Polyacrylamide containing not more 
lhan 0.2 percent of acrylamide monomer 
may be safely used as a film former In 
the imprinting of soft-shell gelatin cap¬ 
sules when the amount used is not In 
excess of the minimum required to pro¬ 
duce the Intended effect. 

8 172.260 0\m!L/( H polyrtliyliMir. 

Oxidized polyethylene may be safely 
'^ed as a component of food, subject to 
the following restrictions: 

‘a) Oxidized polyethylene is the basic 
resin produced by the mild air oxidation 
of polyethylene. The polyethylene used 
® oxidation process conforms to the 
density, maximum ft-hexane extractable 
fraction, ft nd maximum xylene soluble 
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fraction specifications prescribed in item 
2.3 of the table in ft 177.1520(c) of this 
chapter. The oxidized polyethylene has a 
minimum number average molecular 
weight of 1,200, as determined by high 
temperature vapor pressure osmometry: 
contains a maximum of 5 percent by 
weight of total oxygen: and has an acid 
value of 9 to 19. 

(b) The additive is used or intended 
for use as a protective coating or compo¬ 
nent of protective coatings for fresh 
avocados, bananas, beets, coconuts, egg¬ 
plant, garlic, grapefruit, lemons, limes, 
mango, muskinelons. onions, oranges, 
papaya, peas <in pods), pineapple, plan¬ 
tain. pumpkin, rutabaga, squash (acorn), 
sweet potatoes, tangerines, turnips, wa¬ 
termelon, Brazil nuts, chestnuts, filberts, 
hazelnuts, pecans, and walnuts (all nuts 
in shells). 

(c) The additive is used in accordance 
with good manufacturing practice and 
in an amount not to exceed that re¬ 
quired to produce the Intended effect. 

§ 172.275 Synthetic puniflih ami mic* 
rinie derivative*. 

Synthetic paraffin and succinic deriva¬ 
tives identified In this section may be 
safely used as a component of food, sub¬ 
ject to the following restrictions: 

<a> The additive is prepared with 50 
percent Fischer-Tropsch process syn¬ 
thetic paraffin, meeting the definition 
and specifications of $ 172.615, and 50 
percent of such synthetic paraffin to 
which is bonded succinic anhydride and 
succinic acid derivatives of Isopropyl al¬ 
cohol. polyethylene glycol, and polypro¬ 
pylene glycol. It consists of a mixture 
of the Fischer-Tropsch process paraffin 
(alkane), alkyl succinic anhydride, alkyl 
succinic anhydride isopropyl half ester, 
dialkyl succinic anhydride polyethylene 
glycol half ester, and dialkyl succinic 
anhydride polypropylene glycol half 
ester, where the alkane (alkyl) has a 
chain length of 30-70 carbon atoms and 
the polyethylene and polypropylene gly¬ 
cols have molecular weights of 600 and 
260. respectively. 

(b) The additive meets the following 
specifications: Molecular weight, 880- 
930: melting point. 215*-217* F: acid 
number. 43-47; and saponification num¬ 
ber. 75-78 

(c) It is used or Intended for use as a 
protective coating or component of pro¬ 
tective coatings for fresh grapefruit, 
lemons, limes, muskmelons. oranges, 
sweetpotafoes. and tangerines. 

(d) It Is used in an amount not to 
exceed that required to produce the in¬ 
tended effect 

§ 172.280 Terpene ro»in. 

nie food additive terpene resin may be 
safely used in accordance with the fol¬ 
lowing prescribed conditions: 

(a) The food additive is the beta- 
pinene polymer obtained by polymerizing 
terpene hydrocarbons derived from wood. 
It lias a softening point of 112* C —118* 
C. as determined by AflTM method 
E-28-51T. 

' b) It Ls used or intended for use as 
follows: 

d) As a moisture barrier on soft gela¬ 
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tin capsules in an amount not to exceed 
0 07 percent of the weight of the capsule. 

(2) As a moisture barrier on powders 
of ascorbic acid or Its salts In an amount 
not to exceed 7 percent of the weight 
of the powder. 

Subpart D—Special Dietary and Nutritional 
Additives 

$ 172.310 Aluminum nicotinatr. 

Aluminum nicotlnate may be safely 
used as a source of niacin in foods for 
special dietary use. A statement of the 
concentration of the additive, expressed 
as niacin, shall appear on the label of 
the food additive container or on that of 
any intermediate premix prepared there¬ 
from. 

§ 172.315 Nirol itia in idr-a-rurliir »mmI 

romplrt. 

Nicotinamide-ascorbic acid complex 
may be safely used in accordance with 
the following prescribed conditions: 

(a) The additive ls the product of the 
controlled reaction between ascorbic acid 
and nicotinamide, melting in the range 
141 *C to 145*C. 

<b) It is used os a source of nscorbir 
acid and nicotinamide in multivitamin 
preparations. 

§ 172*320 Atttino Mt'kio, 

The food additive amino acids may be 
safely used as nutrients added to foods 
in accordance with the following 
conditions: 

(a) The food additive consists of one 
or more of the following individual 
amino acids In the free, hydrated or 
anhydrous form or as the hydrochloride, 
sodium or potassium salts: 

L- Alanine 
L-Arginine 
L-Asparagine 
L-Aspartic acid 
L-Cyttetna 
h-C yntln© 

I .-Glutamic acid 

Ir-Glutaminn 

Glycine 

L-Hi* Udine 

L-Itoleucine 

L- Leucine 

JL-LyMne 

DL-Methionine (not for Infant food*) 

1,-Methionine 

L-Phenylalanlne 

L-Protin© 

h-Serine 

Lr-Threonine 

L-Tryptophan 

L-Tyro*ln© 

Lr-Valine 

»b» The food additive me ©if the fol¬ 
lowing specifications: 

<1> As found in "Food Chemical* 
Codex." National Academy of Sciences- 
National Research Council (NA8-NRO. 
2nd Edition <1972>" for the following: 
L-Alanlno 
b-Arginine 

Lr-Arginine Mouohydrochloride 
L-Cj»telne Monohydmchlorld© 

L-Cy*tin© 

Olycino 

IrMuoine 

DI,‘Methionine? 

L- Methionine 
L-Tryptophan 


“ Copim may be obtained from: The Na¬ 
tional Academy of Sciences, 210! Constitu¬ 
tion Ave. NW . Washington, DC. 20037 
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L-Pbcrx rl alanine 
tr- Praline 
lraarim 
L-Tbreonlne 

Glutamic Acid Hydrochloride 
L-Ieoleuclne 

L-LyMn© Monohydrochlorlde 
Mnnopotasaium L-glutamate 
L-Tyroalne 
L-Valtne 

i2> As found in “Specifications and 
Criteria for Biochemical Compounds," 
NAS-NRC Publication. 3rd Edition 
(1972) tl for the following: 

L-A*paragln* 

L-Aapartlc acid 
L-Olutomlbo 

Ir-HUUdloe 

<c> The additive is» is used or intended 
for use to significantly improve the bi¬ 
ological quality of the total protein in 
a food containing naturally occurring 
primarily-intact protein that is consid¬ 
ered a significant dietary protein source, 
provided that: 

(1) A reasonable dally adult intake of 
the finished food furnishes at least 3.5 
grams of naturally occurring primarily 
intact protein < based upon 10 percent of 
the daily allowance for the “reference"* 
adult male recommended by the National 
Academy of Sciences in • Recommended 
Dietary Allowances/* NAS Publication 
No. 1694. 7th Edition (1963) >.* 

(2* The additive(s> results in a pro¬ 
tein efficiency ratio tPER) of protein in 
the finished ready-to-eat food equiva¬ 
lent to casein as determined by the 
method specified In paragraph (d» of 
this section. 

(3> Each amino acid «or combination 
of the minimum number necessary to 
achieve a statistically significant in¬ 
crease) added results in a statistically 
significant increase in the PER ;is deter¬ 
mined by the method described In para¬ 
graph (d' of this section. The minimum 
amount of the amino ncid<s> to achieve 
the desired effect must be used and the 
increase in PER over the primarily-in¬ 
tact naturally occurring protein in the 
food must be substantiated as a statis¬ 
tically significant difference with at least 
a probability (P> value of less than 0 05. 

(4) The amount of the additive added 
for nutritive purposes plus the amount 
naturally present in free and combined 
(as protein) form does not exceed the 
following levels of amino acids expressed 
as percent by weight of the total protein 
of the finished food: 

Percent by 
weight of 
total protetn 
t expressed as 
free amino 
acid) 

I,-Alanine ...—-- 0 1 

L-Arginin© -- 6.6 

L-AaporMc acid (Including L-aspara¬ 
gine) _—--— 7 0 

l^Cyatlne (Including L-cjr»t*in*i - 2.3 

L-Olutamlc acid (Including L-ghita- 

mine) __— -*— 12.4 

Glycine ---- 3. 5 

L-fflnUdlne .. 2. 4 

L-lxolcucln© — ^—-—— .— 6.6 

L-Leuclne ...- 6 8 

L-Lynine --- 3.4 

L- and DL-Methionine __ 3. i 


*• Copies may be obtained from: The Na¬ 
tional Academy of Science*. 2101 Constitu¬ 
tion Ave NW„ Washington. DC 20037. 
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Percent by 
weigh t of 
total protein 
I repressed as 
free amino 


adds) 

L-Phenylalanine..——- 6.8 

L-Prolln©.. 4 2 

L*8ertne ... —,-- -- 8 4 

L-Threonlno ......-.-—- 6.0 

L-Tryplophan - 16 

L-Tyroalne___ 4.3 

L-Valine ___...-- 7. 4 


(d) Compliance with the limitations 
concerning PER under paragraph (c> 
of this section shall be determined by 
the method described in sections 39.166- 
39.170. “Official Methods of Analysis of 
the Association of Official Analytical 
Chemist*/* 11th Edition (1970)/ Each 
manufacturer or person employing the 
additive(s) under the provisions of this 
section shall keep and maintain through¬ 
out the period of his use of the oddi- 
Uvefs) and for a minimum of 3 years 
thereafter, records of the tests required 
by this paragraph and other records re¬ 
quired to assure effectiveness and com¬ 
pliance with this regulation and shall 
make such records available upon re* 
quest at all reasonable hours by any 
officer or employee of the Food and Drug 
Administration, or any other officer or 
employee acting on behalf of the Secre¬ 
tary of Health. Education, and Welfare 
and shall permit such officer or employee 
to conduct such inventories of raw' and 
finished materials on hand as he deems 
necessary and otherwise to check the 
correctness of .such records. 

<e> To assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall bear, in 
addition to the other information re¬ 
quired by the act, the following: 

(1) Hie name of the amino acid*** 
contained therein including the specific 
optical and chemical form. 

(2) The amounts of each amino acid 
contained in any mixture. 

(3> Adequate directions for use to 
provide a finished food meeting tlie limi¬ 
tations prescribed by paragraph (c> of 
this section. 

cf> The food additive amino acids 
added as nutrients to special dietary 
foods Urnl are intended for use solely 
under medical supervision to meet nu¬ 
tritional requirements in specific medical 
conditions and comply with the require¬ 
ments of Part 105 of this chapter arc 
exempt from the limitations in para¬ 
graphs (c) and (d> of this section and 
may be used in such foods at levels not 
to exceed good manufacturing practices. 

g 172.323 llttkrr?» ycaM prolrin. 

Bakers yeast protein may be safely 
used in food in accordance with the fol¬ 
lowing conditions: 

<a> Bakers yeast protein te the in¬ 
soluble proteinaceous material remain¬ 
ing after the mechanical rupture of yeast 
cells of Saccharomyces cererisiae and 
removal of whole ceil walls by centrifu¬ 
gation and separation of soluble cellular 
materials. 


* Copies may be obtained from: Associa¬ 
tion of Official Analytical Cbemlats. P.O. Box 
540. Benjamin Franklin Station. Washington. 

D C 20044. 
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(b) The additive meets the following 
specifications on a dry weight basis: 

' 1 > Zinc salts less than 500 parts per 
million <ppm> as zinc. 

(2) Nucleic acid less than 2 percent. 

(3) Less Mian 0.3 ppm arsenic. 0.1 ppm 
cadmium, 0.4 ppm lead. 0.05 ppm mer¬ 
cury. and 0.3 ppm selenium. 

(c> The viable microbial content of 
the finished ingredient is: 

(1) Less than 10,000 organisms gram 
by aerobic plate count. 

<2> Less titan 10 yeasts and mol& 
gram. 

i3» Negative for Salmonella, E. coli 
roagulasc positive Staphylococci . Cfot- 
tridium perfringens, Clostridium boh*- 
linum, or any other recognized micro¬ 
bial pathogen or any harmful mlcrobt.il 
toxin. 

(d» The ingredient is used in food 
as a nutrient supplement as defined in 
1170.3(0) <20» of this chapter. 

§ 172.330 fjilrium pantulhruatr, «*id- 
rium t lilortdr double ©alt. 

The food additive calcium chloride 
double salt of calcium pantothenate may 
be safely used in foods for special dietary 
uses in accordance with good manufac¬ 
turing practice and under the following 
prescribed conditions: 

ia> The food additive is of the d <dex¬ 
trorotatory) or the dl (racemic) form. 

(b> To assure safe use of the additive, 
the label and labeling of the food addi¬ 
tive container, or that of any Interme¬ 
diate premixes prepared therefrom, shall 
bear, in addition to the other Informa¬ 
tion required by the act, the following 
(D Tlie name of the additive "cal¬ 
cium chloride double salt of d-calcium 
pantothenate" or “calcium chloride dou¬ 
ble salt of d/-calcium pantothenate”, 
whichever is appropriate. 

(2) A statement of the appropriate 
concentration of Uic additive, expressed 
as pantothenic acid. 

§ 172.333 D-Pnntolhcnamtilc. 

The food additive D-pontoUicnaJuidr 
os a source of pantothenic acid activity, 
may be safely used in foods for spocial 
dietary use In ah amount not in excess 
of that reasonably required to produce 
its intended effect. 

$172/113 Foli© arid (folncin). 

Folic acid (folacin) may be safely 
added to a food for its vitamin property, 
provided the maximum intake of the food 
as may be consumed during a period of 
1 day. or os directed for use in the case 
of a dietary supplement, will not result 
in daily ingestion of the additive in ex¬ 
cess of 0.4 milligram for foods labeled 
w ithout reference to age or physiological 
state: and when age or the conditions 
of pregnancy or lactation are specified 
In excess of 0.1 milligram for infants 
0.3 milligram for children under 4 years 
of age. 0 4 milligram for adults and chil¬ 
dren 4 or more years of age, and 0 8 
milligram for pregnant or Inctating 
women. 

§ 172.330 Futiinrb* arid aid or 

fu marie arid. 

Fumaric acid and its calcium, ferrous, 
magnesium, potassium, and sodium salts 
may be safely used in food in accordance 
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with the following prescribed condi¬ 
tion: 

i ik) The additives meet the following 

iH'cifl cations: 

< 1 > Fumaric acid contains a minimum 
of 99.5 percent by weight of fumaric acid, 
calculated on the anhydrous basis. 

(2) The calcium, magnesium, potas- 
Mum, and sodium salts contain a mini¬ 
mum of 99 percent by weight of the 
respective salt, calculated on the anhy¬ 
drous basis. Ferrous fumarate contains 
.t minimum of 31.3 percent total Iron and 
not more than 2 percent ferric iron. 

<b) With the exception of ferrous fu- 
marate. fumaric acid and the named 
suits are used singly or in combination 
in food at a level not in excess of the 
.unount reasonably required to accom¬ 
plish the intended effect 

(c) Ferrous fumarate is used as a 
source of iron in foods for special dietary 
use, when the use is consistent with good 
nutrition practice 

§ 172.3*5 Kdp. 

Kelp may be safely added U> a food as 
a source of the essential mineral iodine, 
provided the maximum Intake of the food 
as may be consumed during a period of 
one day. or as directed for use in the case 
of a dietary supplement, will not result 
in daily Ingestion of the additive so a sU> 
provide a total amount of iodine in excess 
of 226 micrograms for foods labeled with¬ 
out reference to age or physiological 
state; and when age or the conditions of 
pregnancy or lactation are specified, in 
excess of 45 micrograms for infants. 105 
micrograms for children under 4 years of 
age, 225 micrograms for adults and chil¬ 
dren 4 or more years of age, and 300 
micrograms for pregnant or lactating 
women. The food additive kelp Is the 
dehydrated, ground product prepared 
Irom Macrocystia pyrifera, Laminaria 
diyitata, Laminaria saccharina, and 
Laminaria cluustoni. 

9 172.370 fron-rholino rilratr complex. 

Iron-choline citrate complex made by 
1 ("acting approximately equimolecular 
quantities of ferric hydroxide, choline, 
and citric acid may be safely used as a 
.source of iron in foods for special dietary 
use. 

9 172.375 l*olAft»iuni itNlklr. 

The food additive potassium iodide 
may be safely used in accordance with 
the following prescribed conditions: 

<a> Potassium iodide may be safely 
udded to a food as a source of the essen¬ 
tial mineral iodine, provided the maxi¬ 
mum intake of the food os may be con¬ 
sumed during a period of one day, or as 
directed for use in the case of a dietary 
supplement will not result in doily in- 
Kcstlon of the additive so as to provide a 
total amount of Iodine in excess of 225 
micrograms for foods labeled without ref¬ 
erence to age or physiological state; and 
when age or the conditions of pregnancy 
or lactation are specified. In excess of 45 
mlcrograma for infants, 105 microgr&ms 
ior children under 4 years of age. 225 


micrograms for adults and children 4 or 
more years of age, and 300 microgmms 
for pregnant or lac ta ting women. 

(b) To assure safe use of the additive, 
in addition to the other information re¬ 
quired by the act, the label of the addi¬ 
tive shall bear; 

(1) The name of the additive. 

(2) A statement of the concentration 
of the additive in any mixture 

9 172.385 Whole f«-1» |ir«»t«*in rutierft* 
Irate. 

The food additive whole fish protein 
concentrate may be safely used as a food 
supplement in accordance with the fol¬ 
lowing prescribed conditions: 

fa) The additive is derived from whole, 
wholesome hake and hakellke fish, her¬ 
ring of the genera Clupea. menhaden, 
and anchovy of the species Enyraulis 
tnordax, handled expeditiously and under 
sanitary conditions in accordance with 
good manufocluring practices recog¬ 
nized as proper for fish that are used in 
other forms for human food. 

( b) The additive consists essentially 
of a dried fish protein processed from 
the whole fish without removal of hoods, 
fins, tails, viscera, or intestinal contents. 
It is prepared by solvent extraction of 
fat and moisture with isopropyl alcohol 
or with ethylene dlchlorkie followed by 
isopropyl alcohol, except that the addi¬ 
tive derived from herring, menhaden 
and anchovy is prepared by solvent ex¬ 
traction with isopropyl alcohol alone. 
Solvent residues are reduced by conven¬ 
tional heat drying and/or microwave 
radiation and there is a partial removal 
of bone 

(<i) The food additive meets the fol¬ 
lowing specifications; 

<1> Protein content <N x 6.25) shall 
not be leas than 75 percent by weight of 
the final product, as determined by the 
method described in Official Methods of 
Analysis of the Association of Official 
Agricultural Chemists, section 2.044, 
10th Edition (1905). Protein quality 
shall not be less than 100, as determined 
by the method described in sections 
39.133-39.137 of such 10th Edition 

(2) Moisture content shall not exceed 
10 percent by weight of the final product, 
as determined by the method described 
in section 23.003 of said 10th Edition. 

<3) Fat content shall not exceed 0.5 
percent by weight of the final product, 
as determined by the method described 
in section 23.005 of said 10th Edition 

<4) The additive may contain resi¬ 
dues of isopropyl alcohol and ethylene 
dlchlorkie not in excess of 250 parts per 
million and 5 parts per million, respec¬ 
tively, when used as solvents in the ex¬ 
traction process. 

<5> Microwave radiation meeting the 
requirements of g 179.30 of this chapter 
may be used to reduce residues of the 
solvents used in the extraction process. 

The additive shall contain not in 
excess of 100 parts per million fluoride* 

* ex pressed as F>. 

(7) The additive ahull be tree of 
Escherichia coll and pathogenic orga¬ 


nisms, including Salmonella, and shall 
have a total bacterial plate count of not 
more than 10.000 per gram. 

(8) The additive shall have no more 
than a faint characteristic flab odor and 
taste. 

(d> When the additive is used or in¬ 
tended for use In the household as a 
protein supplement in food for regular 
consumption by children up to 8 years 
of age. the amount of the additive from 
this source shall not exceed 20 grams per 
day (about one heaping tablespoon). 

<e) When the additive is used as a 
protein supplement in manufactured 
food, the total fluoride content (ex¬ 
pressed as F) of the finished food shall 
not exceed 8 ppm based on the dry weight 
of the food product. 

<f) To assure safe use of the additive, 
in addition to tire other information re¬ 
quired by the act: 

<1) The label of consumer-sized or 
bulk containers of the additive shall bear 
the name "whole fish protein concen¬ 
trate". 

< 2) The label or labeling of containers 
of the additive shall bear udequate di¬ 
rections for use to comply with the 
limitations prescribed by paragraphs <d>' 
and <e) of this section. 

<3) Labels of manufactured foods con¬ 
taining the additive shall bear. In the 
Ingredient statement, the name of the 
additive, "whole fish protein concen¬ 
trate" in the proper order of decreasing 
predominance in the finished food 

9 172.395 Xylkol. 

Xylitol may be safely used in foods for 
special dietary uses, provided the amount 
used is not greater than tliat required 
to produce its intended effect. 

Subpart E—Anticaking Agents 

§172.110 Calcium ftilirntr. 

Calcium silicate, including synthetic 
calcium silicate, may be safely used in 
food in accordance with the following 
prescribed conditions; 

(a) It is used os an anticaking agent 
in food in an amount not in excess of 
that reasonably required to produce its 
intended effect. 

(b) It will not exceed 2 percent by 
weight of the food, except tliat It nmy 
be present up to 5 percent by weight of 
baking power. 

§ 172.430 Iron ammonium rilrair. 

Iron ammonium citrate may be safely 
used in food in accordance with the fol¬ 
lowing prescribed conditions: 

(a) The additive is the chemical green 
ferric ammonium citrate. 

• b> The additive is used, or intended 
for use as an anticaking agent in sail for 
human consumption so that the level of 
iron ammonium citrate does not exceed 
25 parts per million (0.0025 percent ! in 
the finished salt. 

(c) To assure safe use of the additive 
the label or labeling of the additive shall 
bear, in addition to the other informa¬ 
tion required by the act: 

• 1) The name of the additive 
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RULES AND REGULATIONS 


(2' Adequate directions to provide a 
final product that compiles with the lim¬ 
itations prescribed In paragraph <b> of 
this section. 

§ 172.180 Si I iron dioxide. 

The food additive silicon dioxide may 
be safely used in food in accordance with 
the following conditions: 

f a» The food additive Is manufactured 
by vapor phase hydrolysis or by other 
means whereby the particle size Is such 
as to accomplish the intended effect. 

<b> It is used as an anticaking agent, 
subject to the following conditions: 

«1» It is used in only those foods in 
which the additive has been demon¬ 
strated to ltave an anticaking effect. 

(2) It is used In an amount not in ex¬ 
cess of that reasonably required to pro¬ 
duce its intended effect 
<3> !Reserved 1 

< 4 > It is used in an amount not to ex¬ 
ceed 2 percent by weight of the food. 

(c) It is used or intended for use os 
a stabilizer in the production of beer, 
and is removed from the beer by filtra¬ 
tion prior to final processing. 

<d> It is used or intended for use as 
an adsorbent for d/-o-tocopher>i acetate 
and pantothenyl alcohol In tableted 
foods for special dietary use, in on 
amount not greater than that required 
to accomplish the intended physical or 
technical effect 

§ 172.190 Yrtlo%» pruw4ale of mmIa. 

<a> The food additive yellow prussiate 
of soda (sodium ferrocynnide decahy- 
drate. NaJF r E(CN..10HO) contains a 
minimum of 99 percent by weight of 
sodium ferrocyanide decahydrate. 

<b> The additive is used or intended 
for use as an anticaking agent in salt and 
as an adjuvant in the production of 
dendritic crystals of salt in an amount 
needed to produce its intended effect but 
not in excess of 13 parts per million cal¬ 
culated as anhydrous sodium ferrocy¬ 
anide. 

Subpart F—Flavoring Agents and Related 
Substances 

§ 172..710 Niilur.il lliiiorini luUlunm 
And natural «ul*etnncc* u*nl in ron* 
junction with ilan or*. 

Natural flavoring substances and nat¬ 
ural adjuvants may be safely used in food 
in accordance with the following con¬ 
ditions. 

ta> They are used in the minimum 
quantity required to produce their In¬ 
tended physical or technical effect, and 
In accordance with all the principles of 
good manufacturing practice. 

<b> In the appropriate forms (plant 
parts, fluid and solid extracts, concretes, 
absolutes, oils. gums, balsams, resins, 
oleoresins. waxes, and distillates) they 
consist of one or more of the following, 
used alone or in combination with fla¬ 
voring substances and adjuvants gen¬ 
erally recognised as safe in food, pre¬ 
viously sanctioned for such use. or regu¬ 
lated in any section of this part 


Scientific name 


AW AW ptrryi Bek nr. A bartradnuia Mill., A. 

frrax Mill. and hyticid« of this «p. wiU» A. 
*Mm* MIH. end A. rpkete lUkcr. 

AUhea coot end Bowen ..... tttAc* nfllfwlj L 

Amym (Wert Indian sandaL A rtptia fcefarr* tftra L 
wood). 

Angola isood . ...___ foxrrffa ructtnrnls Actu . , 

AMura fViwr/, . . Amice fl»«afaa« L.. A. fu farm* Pur*b, A. 

rorori* (Jrccne, or A. cmdifaL* Hooker. 

AnmiUie iwortnwood'... ••. ArimiNerpp. . . . ....... 

Artichoke k*v#w __ (>w«r« «rWr«» * L . .... 

IWerw, white (Ore d*ebe- A pit m/Ulfrra L 
•Ik! 

Ik ttKMti r«lii Stpar brni^n Dryandrr. A pnraOrtonmnu 

Perkttu. S. timUnenh* (Pirrm Cmlb m 
1 liu iw kli, or other rpp. of tlie SnlluU A «M>- 
•tptax of tin* fvtiu* St'/r ax. 

KWklwr) lnuk .. fftiMn. Srctle KiNiui. 

Kettle* Utoldo) leer**.. . IVnewtaWw Mol .... 

Uorteua flower* _ _Btmw 

BiyoMen** .... Brpmtm «We 1.. or fi. Jtoeia J*rq . 

burtm lea%«» ... . fUrxmr** Mnlrtm llerlL e» Wendl., B. erenm- 

Ida (L.) Ilook cw B. terraNfiXm wind. 

Bttrkhean Item ....... MmyatUkrt mMlat* L .. . 

CX^put .. Uncmdtadnm L end otter AttU 


Catnmb* root... Jatenrhlca jWmef a Lam.) Mwfi.. 

('wnplior tree.. Chuenweiiffl rwmjiAeni 111 Nref et Kberm... 

< Meat* formula... ttiamnni pnrtimna Dll-.... 

f'ewk flow on..___ Amde/enurtene (U WtUd. 

fatforoil....1. .—^ 

Catechu, black___Acer* catrrhn WilM. 

Coder, white <ebor%ltee). 'AMi ncoAmtallt L ... 

Irav** end twice. 

( ornuerv . t _r>aleiifi«ne mmbrlhUum (Ullb....... 

t berry pit* .. Bmntumimtn 1 or 1* error** 1..— 

t hccry lenrrl foav«a.... /Vwaiu tawoeeruHi L—.... 

Chart ant leer «e... Catianra 4mtatn iMemh.) Borkh... 

• Una Hterrtm rkirefe Bndi Hv 

Cinchona, rwJ. lark..._CfarAoa* rurinukra Pav. or He hybrid*.. 


Clrw Il.tna, ytdluw. berk . CWWi Intperlana Momu. C. calia eye Wwfct, 

or hybrid* of the*# with other *pp. of Cln- 

Copail* .. South American »pp of Ovpdjkri 1 *- — 

( ork, oak_* . Qvrrmt tnAfr L.. or Q vcUmtmLt F. Gap_ 

< CHUnary .. . Ckrptmniirmnn fwbmU I. ....... 

C OMHO root..w*u*wrf* lappa Ckerka. 

I'Ubeb .... Piper riUir'M L t 

I’nrmnt. hlark, bad* end /?Wf e /niw t. 

r>amlene lam .. 7Nri»cr« 4>flu*a WUhL . . . 

Dmnt .. . . . Arfnelde peOreaWelL 

hUt, Indian .... 4r*rvat»«*» were Koih. (Pninebnum grvtolmt 

HenUi *1 Hc»ok . iarthum f nunUrat U.). 

Dmeny ffia*inrfle) root*_ f/kiamma* a that I, .. 

Dmeny of Crete .. Origanum (tittamnu* U 

finuron a tdood «treraruMn\ . . .—. 

KWri trm leevo* ... Sam&ucut «*fr« I. . .... 


Klrcei*(*n* rhironic end roou. 

Klrrni .. 

K hi pwen -- 

Knrelruu* ftlolxtlu* lam- 

Fir (**pTni> M I noodle* end la ity. 

Fir. hetaeui. nerdke eod twic* 

Cahuvr*. pain ... . 

(uliaimm _ __ 

(larablr fretcchn. pair). 

firort fl a we d . .. 

«irntuui rlutnmr end root*_ 

i imUen. rtomlua*.. 

«.or nzander, chnnn 
t irrniand*r, rohlan 
OuaW _-_ 

Unlink... — 

Haw. black, t*aik 
Hern lock nwlWw end lwt* , » 

llyadntli flower* . 

Ireland meat. ...... . 

Imiwralorla. - 

« 

Iva ...I 

. . 

Ivitwinvrrtjrua. 

Linakw wood .. ..... 

Linden leu re*. . 

I x> race. .. 

LiuiemoM* 

Maidenhair f*m 

Motile, mountain.. .. 

Mimoae <!Meek wattle) flower* 
Mullet n rtiiwen* - 

Myrrh . 


/fiida \rirm.nm L. .... 

f oanrtom rommuar L. or C tutanicum M)q. 

t rysr .ii rytnmdmtit L. . . .. 

Kttcaifptm* ffotabi* LabCQ. —...——. 

Abitt ftbirico Udrb . A- mtAa Mm., A. MriU/m- 
rtit Marten or A meffMea Miyelf el Kudo. 
A Mr* leiamr* (L.> Mill. 

Alpinia galaapt WUW) .. . 

frrttU &$n»inr<fnii Kofi*, et lluhw* and oilier 

hr ala *|I|K 

f ncarnt UoiN. 

S part in m inner* m L 
f;nt/Je»* infra U 

Crnttnna north* l .... 

Trnertum eiamartrfa L ----—— 

Tmerhttn pmtmm I, - ---- 

bueiecRm orfatnaf/ I. . O. mmtmrn 1*.. Hnfaerie 
»i rmirnti Lor. 

/WJ/fikr enpana IIBK. 

\ Anrnmii pnaiWine I* 

7«*m eaumimtit tL ' * arr. or T. KetrrnpiptU 
IIUIL) Barr 

«>• nrmntalia I. 

<'ttraria itlmnika A*-b ___ 

KrueedenMin o*rr/bne (I. • Korh {I m per a- 
U* k* iwC/uiktoiw L.L 

Ark (ilia niutehmta Jato\. --—~.—.. 

t 'niua rfip 

t.ippip oft Wore IIBK. .. 

ItHfprta /htjnrifana Pohe. end other Burnt* 

rJbatVP .. .. - 

LtfitHeu** nffteiaate Koh. 

Sii &a ptUmnnaoa Ach . 

A 4 tart turn cap{0u»*r*rrlt l..._ . ... 

Aeet tpkatnm Lam. 

1 curia 4<mrrmt WilhJ r%l 4*aibata 
\ fha*oir% pkUmnidra L. or V. tkmpatflarm* 
hclited 

C ommipSora mofimot F.ocL, C aSyutnU* 
(lien? giifi.. or olbrr Cree^MN rpp. 
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Limltatloae 


In atrobolte bovenfa* only. 
Da 

PlnUbM food tUnJone fro *. 1 
In ehwbolk beven»fi» only. 


I>* 

Do. 


Ho, 


Da, 

Befrole fro* 


Flubbed food Lim)o«>« free. 1 

la elcobolk borrra^e* only. 

Not toetneed SAp.p.m. pnnoicm - t L 
Da 

In elooholk; beverec«« only. 

In twwerec** only, not more thvi 
O p.p.ni. total cinchona alk*}< i. 
in Dabbed beierefa 
Da 


In elooholk b*v«r*c«T 

Da. 


In alrohulic iwvmcm only. 


In elrohofke borrmfo* onlr, v ' 
«cord » p.pun. prtiertc ml 
in the flavor. 

In eV-ohoUr bererefm only. 


Da 


Da 

Da 

In akoboQc bimtfe only. 


Da 


Pa 

Da 


Da 


Da 


Da 






































































RULES AND REGULATIONS 


ll.'tOl 


Common narw 


6dM>Ufc MUD# 


UBlllUtiOft* 


MyftWlctT# . Afnrtv 4 0mi«R«(f L.. ... In ileoholk bfvmc«i only. 

<Vfck EngllJli. w«**l .. L.,.. . . Do. 

o&fc Trtulr, chip* . Ou/tmt alt* L. 

oak’nw^ rnniii mwmtM (L*> A 4 &., E.ibr/krac** CU) iqnLdwdtoodthuloec- 

Maim.arMolbrrlkb™*. 

olibanum. &o*Kt(tm «rttri tisnln, uni otb*r BituftOm 

spp. 

ompowui (bhalwrfrayTrb).. Opopmmui ek>r«nh>m Koch (tra* op^iwnav oI 
O&mmipAorm erftSrt* KngL x ur. LUtrtscn i« 

OnH fool /rt# frfMdaiM L. (laohMiti* its variety Sorra- 

fm« 1>) krsi And /. }"'UtAc Lais. 

rawy........_ Hola trkUor 1. ... 

}‘v*o&*i flower __- tSu*ifh*a irummttm L. .... 

fwtchonly.. . ,S STh° m embtln *od J\ k*tm4**i 

!>wh Imn. . 7V»**# /»r#fai ft*> Bat** 


Id uli ohctlie b*v«rro« only. 


Pennyroyal, American, 

Pennyroyal, Euruf^n-- 

Pine, dwarf, needkv and twig*. 

Pltw, Scotch, needle* and taiga. 

Pme, white, bark_ 

Fine, while OIL__ 

Poplar ln»«I».—--- 


gnohrorbo balk ...- 

QoiDala Cnafibork >... 

Hm] juutndm (rvd sandal 

wood). 

Hhatony root.... - . 

Rhuhark gsnl*n root 
Hbfibnrb root __ 


Ihrtrlle...._ 

Kosln (colophony)_... . 

Bt. Johiuvurt l#-4v#a. flower*, 
and rsaliA 

fMWMloJwood. white (yrlkrw. or 
Root Indittit). 

Handanr._ _ _ . _. 

Svrtuparitls 


Ikdtoorm (L.) Beta... 

VJL- ttiLa iMt/fihU ■ t. 

Mi fn*tv Tun a tat. llarnk. 

ZtmtL 

/ > iiuistititfii L __........ - 

/Vnm L- - ......__.... 

PIrii ;m lutiriM Mill., and other 7 s mum sti(> 
/Vm1>i talMidUim L 7\ Mill ». 

r. candle* ai All, or /*. ttifta L 
/HrrotNia fifth * |8w.) Planch, •* (fr***** 
hump* 1. 

.ItfjMwprrma glicAvedL o-AJa r»co < l ibv'ht. is 
(Qurbr*ck6t UnnUU (OllMh). 

(7m tl/ojo Htponcrr* M<4 

ot’j iNrm L_ 

A'rem'rw /rtaodra Hub ct Par <m K 

Marv 

Tfftrwis r%*p*ut!tfnvi L .. 

tCkrum orfetnuh Halil.. H. pdmmtum L , of 
other apfi. learepting H. tkuPOHikmm L.) or 
byiirldf of Hkrtm groan In China. 

ffeUiroi nWnrlf* L _ 

i^nwr p*h.ttr)t M!!L, ikdd Other i'iaar ff'P- 
ItyprrlCin* f*rfor*fttm |. 


In ilcoholle bermca only, not to 
rawtad JA p.p.oi i neoJi acid to 
the lUror. 


Id rl^jhnhr hrrm^ro only. 

Da. 

Itxtntui (tlflvlM Tuff 

It) a^rfadlr Iwrrragr* <n» 1 jr. 

Do. - 


Saatahar hnvta_... .... . 

Sonna. A bjuunlrta.. . 

Kwprnlaria 1 Virginia rnakr 
root). 

iMTaaruLa bark - - 

(■naJlriout, CanadJati tail.J 
g Infer). 

Pjrqce nerdlea and tw1f« 


Slunu (Myt av) _ 

Tsgetie. luiarignftdl 

.. . 


TlilstIr. Messed <h«>lr ihuttr) 
llwmut topHmiut <HpunUli 

•‘origanum-). 

Tobi.. 

Tiirpmtinr- 

Valerian rhlvaine and roots 

VefiMilra. ..- 

Vrrvaln, Ruroprau 

Vetirer . 

Violet, Striae... 

kalniji liu r kj (bulls), hw\«0. 
and green nut*. 

^•olniff, iwm.. _..... 

Yarrow ___ 


Ysrtia santa 
Yucca, loalma tree . 
Yucca, Mnhavr 


Do. 

I7a 

Hypericin-Inr* ahol»r.j distillate 
lurtu only; in olrohoUr h«renu;«a 
only. 

SinfuJam ail>«>u L ___ 

7 1 truth ii b arrfro/a/d L>‘abl.' r Ma«t Ic *k'id;r»!lr hrremcro 

.VMdax erie*«JarShi/M»a Mill., iMn.ran anrsa* 
tHWiiU-. A ngtlti KiUip *t Monoti (llun- 
•lunvs ciPsaparUU). s. fttnfum Kwtth 
i KetiiMiorwi ««dHpanUa>. or undeter mi iu-*i 
SmU*i *iH* <Ectjad*wrtui or Central Amen* 
can ssnatarilU). 

A'tusr/ras slMduia Nee# Salmle tr>* 

('tut* ucMtlfUi* I»*diV .. 

AritfMo)>u i nrfxnttft* L .. In aleoholl* lirvmipi only. 

StmmntM* amt* Aohl. Do. 

.lisrt'W Mss^rsM L. 

Pir«i gfewea (Moenrti) Von or P. Maruina 

Oinu B8P. 

LymUmmi+r srWalo/u Mill, or 7.. #ffW/r*ia 

reg ret rmtala L., T. frttiu L., or T. amsts A*uUouly. 
u iT. Vi**4*ltfrr* Shrank'. 

7‘«u«cefeutinhere L .. ... In iVnlwiltf bersraces oolv; fin¬ 

ished alcoholic boverage 
free.* 

On i rut bt»riifi*§ L. ___ . In akoholW* Iwverges only. 

Jkymut CQfktutHW JIutTji.g. et tank. 

Afgrejyiosi Mmaiuss itl) Harms. 

7*b»«r polotfr(# Min. arid oilier Ptn*t «p|*. 

ndi« h |>M terrene wl* ex-dusirvly. 
t Weretee olbrfWis L..... 

I reoeilea «re< ..»«/»# L ..... Id akvdmlic Kewragrs only. 

\ Wbrnu Qfkrfntfh L ... Do. 

tVftrrrfe ;Canfntfr* S*apf . .. Do. 

t'lO/e cr/corefo L ..... 

J* fill to Mlfiru L. rrj. rtfiia L -... .. 

AiPftul* *4or*l* L .... Da. 

tek/lfra mrttrp.4i\:t* L . .. .. In beTrragr* only, (unshed 

age ihtijune/nw.* 

irktdtcfpQ* cab/hr aim m (Hook, »< Arc. Terr. 

Vwrre ftrer •(Urn Engetui __ _... 

Vwcs thJifitr* Rierl tx Otlf^ < >' ixd# #u 

sis Harr h 


• As titter mined by Uxii^l H»r nnethod tor. m other than akobobr. l^teragr* a niltalde adaputlon thereof) la 
sec. #.< 101 , ♦♦Official Methods of Analysis of tfh» A w> iation of Official ArrirulmnU ChrmlMa,** lOlh Edition >\9Ci). 


» 172.315 Syiolbctlc (ltnoring m«Ii- 

dsnrrs an<I adjuvaiite. 

8yntlictic flavoring substances and 
adjuvants may be safely used In food in 
accordance with the following conditions. 


•a) They are used in the minimum 
quantity required to produce their in¬ 
tended effect, and otherwise in accord¬ 
ance with all the principles of good man¬ 
ufacturing practice. 


«b» They consist of one or more of the 
following, used alone or in com bin.; 
with flavoring substances and adjuvants 
generally recognised as safe In food, 
prior-sanctioned for such use. or regu¬ 
lated by an appropriate section In this 
part. 

Ace tut: acetaldehyde diethyl acetal 
Acetaldehyde phenethyl propyl acetal. 
AeetanMole; 4*-methoxyaceiophencme. 
Acetophenone, methyl phenyl ketone 
Adipic acid: 1.4-butaricd tear boxy lie acid 
Ally! anthronllate. 

AUyl butyrate 
Ally! clnnamate 
Ally! cyclobcxaneacetAte 
Allyl cyclobexanebutymlc. 

Allyl cyclohcxanehexanoate 
Allyl cyclohexaneproprlonate. 

Allyl cyclohexanevalcrate. 

Allyl dlMtlflde. 

Allyl 2-ethylbutyrate 
Allyl hexanoate; allyl caproatr 
Allyl e-lonone, l-(2,8,S-trimethyl-2-cyrio- 
hexen -1 -yl) -1,6-ht ptadiene-3-cmc 
Allyl Isothlocyonate: mustard oil. 

Allyl iso valerate. , 

Allyl mercaptan: 2-propene-l-thiol. 

Allyl notianoale. 

Allyl octanoate. 

Allyl phenoxyacetate 
Ally) phenyl acetate. 

Ally! propionate. 

Allyl aorbate; ally) 24-bexodienoara. 

Allyl attlhde. 

Allyl ttglate; ally] (ranj-2-metfty)-2-bu- 
tenoate. 

Allyl 10-undeceuoate 
Ammonium inoralerate 
Ammonium Milftde 
Amyl alcohol; pentyl alcohol. 

Amyl butyrate. 

O-Amy lcUmamaldeh y de. 
a-Amylcinnamaldebyde dimethyl acetal. 
a-Amylclnnamyl acetate. 
a-Amylclnnamyl alcohol. 
a-Amylclnnamyl formate, 
c. - Amy Iclnnamy 1 isovalerate 
Amyl formate. 

Amyl hcpUnoate 
Amyl hexonoate. 

Amyl octanoate. 

Anlaole; methoxybenzene. 

Anisyl acetate 

Antoyl alcohol; p-mcthoxybenryl alcohol. 

Antayl butyrate 

Anlsyl forinAte 

Anisyl phenylacetate 

Anlayl propionate. 

Beech wood creosote. 

Benzaldehydc dimethyl acetal. 

Beiuraldehyde glyceryl acetal: 2-phenyl-m* 
dioxan-5-ol. 

Benzaldehyde ptopylene glycol acetal; 4- 
methyl-2-phenyl-m-dkkxolane. 
Ben/enethlol; thlophenol. 

Benzoin: 2-hydroxy-2-phcnyiacetopheiione. 
Benzophenone: dlphenylkctone 
Benxyl acetate. 

Benzyl atetoacetate 
Benzyl alcohol. 

Benzyl benzoate. 

Benzyl butyl ether 
Benzyl butyrate. 

Benzyl clnnamate. 

Benzyl 2.3-dimethylcrotonate: benzyl meth¬ 
yl tlglaic. 

Benzyl disulfide: dlbenzyl disulfide. 

Benzyl ethyl ether. 

Benzyl formate. 

3-Benzyl-4-heptanone. benzyl dlpropyl ke¬ 
tone. 

Benzyl laobutyrate. 
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RULES AND REGULATIONS 


Benzyl Isovalerate. 

Benzyl mercaptan; a-toluene thiol. 

Benzyl mcthoxyethyl acetal: acetaldehyde 
benzyl /*-mcthoxyethyl acetal. 

Benzyl pheny lace tale. 

Benzyl propionate. 

Benzyl salicylate. 

Birch tar oil. 

Borneo!; d-camphanol. 

Bornyl acetate. 

Born y I formate 
Bornyl isovalerate 
Bornyl valerate. 

£-8ourbonene; 1,2,3.3a.3b l M.5,6.6ad.6ba-dccA- 
hydro-ia-Lsopropyl-3a,-methyl - 6-methyl* 
ene-cyclobuta (1.2:3,41 dicyclopcntene. 

2-Butanone; methyl ethyl ketone. 

Butter acids. 

Butter eaters. 

Butter starter distillate. 

Butyl acetate. 

Butyl acetoacetate. 

Butyl alcohol; 1-butanol. 

Butyl anthranilate. 

Butyl butyrate. 

Butyl butyryllactate; lactic acid, butyl es¬ 
ter. butyrate. 
a-Butylclniiamaldchyde. 

Butyl rtnnamate. 

Butyl 2-dccenoate. 

Butyl ethyl malonate. 

Butyl formate. 

Butyl heptanoatc 
Butyl hexanoate. 

Butyl p-hydroxybenzoate. 

Butyl isobutyrate. 

Butyl isovalerate. 

Butyl lactate 
Butyl lAUrate. 

Butyl levullnate 
Butyl phenylacctnte. 

Btttyl propionate. 

Butyl stearate. 

Butyl sulfide. 

Butyl 10-undeceiioate. 

Butyl valerate. 

Cutyraldchyde. 

Cadlnene. 

Camphcne: 241 * dimethyl * 3 • methylenenor- 
bornane. 
tf -Camphor 

Carvacrol; 2-p-cyinenot. 

Carvacryl ethyl ether; 2-ethoxy-p-cyiucne. 
Carveol. p-mentha-ti.8-dien-2-ol. 
4-Carvomcnthenol: l-p-monthen-4-ol; 4- 

terplnenol. 

cit Carvone oxide: l.6-epoxy-p-menth-8-en- 
2 -one 

CarvyI acetate. 

Carvyl propionate. 

-Caryophyllone. 

Caryophyllene alcohol. 

Caryophyllene alcohol acetate. 

£-Caryophyllene oxide; 4-12.l2-trlmetliyl-9- 
methylene-5-oxatrlcylo (8.2.0.0* - J dode- 
cane. 

Cedarwood oil alcohols. 

Cedar wood oil terpenea. 

1.4-Ctneole. 

Clnuanmldehyde ethylene glycol acetal. 
Cinnamic acid. 

Cinnamyl acetate. 

CLnnamyl alcohol; 3-phenyl-2-propen-l-ol. 
Cinnamyl anthranilate. 

Cinnamyl benzoate. 

Cinnamyl butyrate. 

Cinnamyl cinnamate. 

Cinnamyl formate. 

Cinnamyl tsobutyrate. 

Cinnamyl isovalerate. 

Cinnamyl phonylacetate 
Cinnamyl propionate. 

Cltral diethyl acetal; 3.7-dlmcthyl-2.6-oc- 
tadienal diethyl acetal. 

Cltral dimothyl acetal; 3.7-dlmethyl-2.8- 
octadlenal dimethyl acetal. 

Cltral propylene glycol acetal. 

Citronellal: 3.7-dime thyi-6-octenai; rhodlnal. 


Citronellol; 3.7-dimethyl-6-octen-l-oh d- 

cltronellol. 

Ci trouelloxy acetaldehyde. 

Ctironeltyl acetate. 

Cltronellyl butyrate. 

Cltronellyl formate. 

Cltronellyl isobutyrate 
Cltronellyl phenylacetate. 

Cltronellyl propionate. 

Cltronellyl valerate. 
p-Cresol. 

Cumlrialdehyde; cumlnal; p-Isopropyl benz- 
aldehyde. 

Cyclohexaneacetlc acid. 

Cydohrxaneethyl acetate. 

Cyclohexyl acetate. 

Cvclohexyt anthranilate. 

Cyclohexyl butyrate. 

Cyclohexyl cinnamate 
Cyclohexyl formate. 

Cyclohexyl isovalerate 
Cyclohexyl propionate. 
p-Cymenr 

--DeoaiacUme: 4-hydroxy-docanotc acid. y- 
lactone. 

.*-Dec a lor lout. 6-hydroxy-decanolc acid, 3- 
lactone. 

Decanal dimethyl acetal. 

1- Decanal: dccyllc alcohol. 

2- Deceual. 

3- Decen-2-one. beptyltdene acetone. 

Decyl actate. 

Decyl butyTate. 

Decyl propionate. 

Dlbenzyl ether. 

4.4- Dibutyl-*) -butyrolactone; 4,4-dlbutyl-4- 
hydroxy-butjTlc acid. -lactone. 

Da butyl sebacate. - 
D:ethyl maiate. 

Diethyl malonate; ethyl malonate. 

Diethyl sebacate. 

Diethyl succinate. 

Diethyl tartrate. 

2.5- Diethyltetrahydrofuran 
Dthydrocorveoi; 8-p-menthen-2-ol; 8- 

methyl-3-lsopropenylcyclohcxanol. 
rnhydrocarvone 
DUtvdrocarvyl acetate 
m -btmethoxy benzene. 

p-Dlroethoxybenzene; dimethyl hydroqul- 
none. 

2.4-Dtmethylacetophenone. 

».«-Dime thy Ibenzyl tsobutyrale; phtnyldl- 
methylcarblnyl isobutyrate. 

2.6- Dlmcthyl-6-hep tonal. 

2.6- Dimethyl octanal: Uodecylaldehyde. 

3.7- Dlmethyl-l -ocUnol; tetrahydrogeranlol 
a.a-Dimethylphenethyl acetate; benzylpropyl 

acetate; benxyldlmethylcarblnyl acetate. 
a.a-Dlmethylphenethy! alcohol; dimethyl- 
benzyl carblnol. 

a.a-Dsincthyiphenethyl butyrate: benayldt- 
mcthylcarblnyl butyrate. 
«.a-Dlmethylphenethyl formate; benxyldl- 
methylcarbinyl formate. 

Dimethyl aucclnate. 

1.3-Dlphenyl-2-propanone; dlbenzyl ketone. 
dclta-Dodecalactone; 6-hydroxydodecanolc 
acid, deltalactone. 

-j -Dodecaiactono; 4-hydroxydodecanolc acid 
%-lactone. 

2-Dodeceual 
Eatragole. * 

E t hox ybe n/aldehyde 
Ethyl acetoacetate. 

Ethyl 2-acctyl-3-phcnylproplonate; ethyl - 
benzyl acetoacetate. 

Ethyl aconitate. mixed eaters 
Ethyl acrylate. 

Ethyl u-anloate. 

Ethyl anthranilate 
Ethyl benzoate. 

Ethyl benzoylacetate. 

o-Ethylben/yl butyrate; a-phenylpropyl 
butyrate. 

Ethyl brassy late; trldceonedlokc add cycllo 
ethylene glycol dlcater; cyclo 1 .13-ethyl - 
euedioxy trldecan-1.18-dlone. 


2-Ethylbutyl acetate. 

2-Ethylbutyra)dehydc 
2-Ethylbutyric add 
Ethyl cinnamate. 

Ethyl crotonate; tra nj-2-butcnolc odd ethyl- 
ester. 

Ethyl cyclohexaneproplonate. 

Ethyl decanoate. 

Ethyl formate. 

2-Ethylfuran. 

Ethyl 2-furanproplonate. 

4-Ethylgualacol: 4-ethyl-2-mcthoxyphenol 
Ethyl hepianoate. 

2- Ethy 1-2-heptonal; 2-ethyl-3-butylscrolc.n 
Ethyl hexanoate. 

Ethyl isobutyrate. 

Ethyl loovalerate. 

Ethyl lactate 
Ethyl laurate 
Ethyl levullnate 

Ethyl maltol; 2-ethy!-3-hydroxy-4H-pyrnu- 
4-one. 

Ethyl 2-methylbutyrate. 

Ethyl myrlstate 
. Ethyl nitrite. 

Ethyl nonanoate. 

Ethyl 2-nonynoate; ctlxyl octynr carbonate 
Ethyl octanoate. 

Ethyl oleate. 

Ethyl phenylacetate. 

Ethyl 4-phcnylbutyrate. 

Ethyl 3-ph#nylglycldate. 

Ethyl 3-phenylpropionate; ethyl hydn>- 
clnnamate. 

Ethyl propionate. 

Ethyl pyruvate. 

Ethyl salicylate. 

Ethyl sarbate; ethyl 2.4-hexadlenoate 
Ethyl tiglate; ethyl fran*-2-methyl-2-bu- 
tenoate. 

Ethyl uudecanoate 
Ethyl 10-undeoenoatc. 

Ethyl valerate 

Eucalpytol; 1.8-epoxy-p-menthan»; ctneole. 
Eugenyl acetate 
Eugenyl benzoate. 

Eugenyl formate. 

Eugenyl methyl ether; 4-al!ylveratrotr 
methyl eugenol. 

Pnmesol; 3.7,11 -trimcihvl-2 . 6 . 10-dodecstrlcn - 
l-ol. 

d -Ffeuchone; ef-1.8.3-trimethyl -2-norborua ~ 
none 

Fenchyl alcohol; 1.3.3-trlmethyl-2-norbonii»- 

fieri. 

Formic acid 

12-Fury1 1 -2-propanone; fury! acetone 

1- Fury 1-2-propauone; furyl acetone. 

Fusel oil. refined (mixed amyl alcohols I 
Oeranyl acetoacetate; fraiu-3.7-dlmethyi-2. 

6-octadien-l-yl acetoacetate. 

Oeranyl acetone; 6.10-dlmethyl-5.9-undecx- 
dicn-2-one. • 

Oeranyl benzoate 
Oeranyl butyrate. 

Oeranyl formate. 

Oeranyl hexanoate 
Oeranyl Uobutyrate. 

Oeranyl lsovalerate. 

Oeranyl phenylacetate 
Oeranyl propionate. 

01uco*c pentAAcetate 
Olyceryl monooleate* 

Qualacol; ^methoxyphcnol, 

Gunlacyl acetate; o-methoxyphenyl acetAte. 
Oualacyl phenylacetate. 

O uale ne, 1.4-dlraethyl-7-leopropenyl-AP. 10- 
octahydroszulene 

Gualol acetate; 1. 4 -dimethy 1-7-(s-bydroxy- 
lsopropyl) -A9 10 -octahydroazulene acetate. 
*, -Heptalactone; 4 -hydroxyheptanolc add. 
*, -lactone. 

Heptaual: enauthaldchyde. 

Heptaual dimethyl acetal 
Heptaual 1.2-glyceryl acetal 
2.3-Heptanedlone; acetyl valeryl- 

3- Hop tan ol 

2- Heptanone. methyl amyl ketone. 
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3 -Heptanone. ethyl butyl ketone. 

i-Heptanone; dipropyl ketone. 
ns-4-Heptcnai; cii-4-bepten-i-el. 

Heptyl acetate. 

Heptyl alcohol; enanthlc alcohol 
Heptyl butyrate. 

Heptyl clnnamate. 

Heptyl formate. 

Heptyl Uobutyrate, 

Heptyl octanoate. 

1- Hcxadecanol; cetyl alcohol. 

-6-Hexadecenlactone; 1 fl-h ydroxy -O-bexa - 

decenolc acid, *-lactone; ambrettoUde. 
y-Hcxalactone; 4-hydroxyhexanolc acid, 
* -lactone; tonkallde. 

Hcxanal; caprolc aldehyde 
23-Hcxanodione; acetyl butyryl. 

Hexanolc acid; caprolc acid. 

2- Hexenal. 

2- Hcxen-l-ol. 

3 - Hexen-l-ol; leaf alcohol. 

2- Hcxen-l-yl acetate. 

3- Hexcnyl Uovalerate. 

3-Hexcnyl 2-roethylbutyrate. 

3-Hexenyl phenylacetate; cti-3-be*e»yl 
phenyl acetate. 

Hexyl acetate. 

2-Hexyl-4-acctoxytetrahVdrofiiran. 

Hexyl alcohol. 

Hexyl butyrate. 

«-Hexy Iclnnamal dehyde 
Hexyl formate. 

Hexyl hexanoate 
2-Hcxylldcne cyclopentanone. 

Hexyl Uovaleratel. 

Hexyl 2-methylbutyrate 
Hexyl octanoate. 

Hexyl phenylacetate; n -hexyl phenylacetate. 
Hexyl propionate. 

Hydroxycttronellal; 3.7-dimethy1-7-hTdro<xy- 
octanal. 

Hydroxy cl troneUal diethyl acetal. 
Hydroxycltronellal dimethyl acetal. 

Hvdrox yet troneUal; 3,7-dtmethyl-1,7-octane* 

dlol. 

S * (4-Hydroxy-3-methoxybcnxyl) - non ana- 
mlde; pelargonyl vantilylamlde 
5-nydroxy-4-octanone; butyroin. 

4 -(p - Hydroxyphenyl) - 2 - bu tan one; p - by- 
droxybenzyi acetone. 

Indole. 

a- Ionone: 4- ( 2,6,fl-trlmethyI-2-cyclohexen -l- 
yl) -3-buten-2-one. 

15-Ionone: 4 - (2,6.3-trt methyl-1-cyclohexen- 

!-yl) -3-but*n-2-oue. 

••Irone; 4- (2.S.6.6-tetrame thy! -2-eyc Johex- 

en# - 1 - yl) - 3 - buten - 2 - one; 6 - meth¬ 
yl ion one. 

Isoamyl acetate. 

Isoamyl acctoacetate. 

Isoamyl alcohol; Isopentyl alcohol; 3-methyl- 

1-butanol. 

Isoamyl benzoate. 

Isoomyl butyrate. 

Isoamyl clnnamate. 

Isoamyl formate. 

Isoamyl 2-furanbutyrate. ft-iaoamyl furfuryl- 
propionate. 

Isoamyl 2-furanpropionate; a-lsoamy] fur- 
fury! ace tat*. 

Isoamyl hexanoate. 

Isoamyl Isobutyrate 
Isoamyl Isovalerate. 

Isoamyl laurate 

Isoamyl - 2 - methyl butyrate; Isopentyl - 2- 
methylbutyrate. 

Isoamyl nonanoate 
Isoamyl octanoate 
Isoamyl phenylacetate. 

Isoamyl propionate. 

Isoamyl pyruvate 
Isoamyl salicylate. 

Isoborneol. 

Isobornyl acetate 
Isobornyl formate 
Isobornyl isovalerate 
laobornyl propionate. 

Isobutyl acetate. 

Isobutyl acetoaretate. 


Isobutyl alcohol. 

Isobutyl angelatc; isobutyl rtx-2-mc4hyl-2- 
butenoate. 

Isobutyl anthxanilate. 

Isobutyl benzoate. 

Isobutyl butyrate 
Isobutyl clnnamate, 

Isobutyl formate. 

Isobutyl 2-furanproplonate. 

Isobutyl heptanoate. 

Isobutyl hexanoate. 

Isobutyl Uobutyrate. 

a-Isobutylphenethyl alcohol, Uobutyl benzyl 
carblnol; 4-mettoyl-1-phenyl-2-pcnUnol. 
Isobutyl phenylacetate. 

Isobutyl propionate. 

Isobutyl salicylate. 

Iaobutyraldcbyde. 

Isobutyrtc acid. 

laoeugenol; 2-mcthoxy-4-propcnylphcnol. 
Isoeugcnyl acetate. 

Isoeugenyl benzyl ether: benzyl laoeugenol 
lsoeugcnyl ethyl ether; 2-ethoxy-5-propenyl- 
anlsole; ethyl laoeugenol. 

Isoeugenyl formate 

lsoeugcnyl methyl ether; 4-propcnylvera- 
trole; methyl laoeugenol. 

Isoeugenyl phenylacetate. 

Xsojasmone; mixture of 2-hexylkienecyelo- 
pentanone and 2-hexyl-2-cyclopen ten-1- 
one. 

«-Isomethyl Ionone; 4-<2.6.6-trims thyl-2-cy- 
clohexen-l-yi)-3-meth\1-3-buten-2-o c e ; 
methyl -ionone 

Isopropyl acetate. 

*-I*oprop> 1 acetophenone. 

Isopropyl alcohol; laopropanoL 
Isopropyl benzoate. 

e-Isopropyl benzyl alcohol; cuminle alcohol; 

s-cymen-7-ol. 

Isopropyl butyrate. 

Isopropyl clnnamate. 

Isopropyl formate. 

Isopropyl hexanoate. 

Isopropyl laobutyraie. 

Isopropyl Uovalerate. 

e-liopropylphenylacctAldehyde; z-cymen-7- 
carboxaldehyde. 

Isopropyl phenylacetate. 

3-<p - Isopropyl phenyl) -proplonsu dehyde; #- 
isopropylhydrocinnamaldehyde: cumin yl 

acetaldehyde. 

Isopropyl propionate. 

Xsopulegol; p-mcnth-6-en-3-ol. 

Isopulegone; p-menth-3-en-3-one. 

Isopulegyl acetate 
Isoqulnollne. 

Isovaleric acid. 

cit-Jaamone; 3-mcihy 1-2-(2-pen tenyl) -2-cy¬ 
clopen ten -1 -one. 

Laurie aldehyde; doderanal 
Lauryl acetate. 

Lauryl alcohol: l-dodccanol. 

Lepidlne; 4-mctbytqulnol!ne. 

Levullnlc add. 

Linalool oxide; efi- and franj-2-vlnyl-2- 
methyl-5-< V - hydroxy - 1' - mcthylethyl) 
tetrahydrofuran 

LIualy] anthranllate; 3.7-dimethyl-1. 6-octa- 
dien-3-yl anthranllate. 

Lmalyl benzoate 
Llnalyl butyrate. 

Llnalyl clnnamate 
14nalyl formate. 

Llnal) 1 hexanoate 
Llnalyl isobutyrate. 

Lmalyl Uovalerate 
Llnalyl octanoate. 

Llnalyl propionate 

Mai tol; 3-hydroxy -2- me thy i -4H -pyran -4-one. 
Menthadienol: p-mentha-l.$< 10) -dien-0-ol. 
p-Mcntha-l jB-dlen-7-ol; periJlyl alcohol. 
Menthadlenyl acetate; p-men tha-i.S<lO)- 
dlen-9-yl acetate. 
p-Menth-3-en-l-ol. 

I-p-Mcnthen-O-yl acetate; p-menth-1 -en-fl- 
yl acetate. 

Menthol; 2-Isopropyl-5-methylcyclohexanol. 
Menthone; p-men than-3-one. 


Menthyl acetate; p-mcnth-3-yl acetate 
Mehthyl Uovalerate; p-menth-3-yl lsoval- 

erate. 

o-Methoxybenzaldehyde. 
p-Methoxybenxaldebyde. p-ani*&ldehyde 
o-Methoxy cl nnamaldeh yde. 

2-Methoxy-f-mcthylphenoJ; 4-njeibylguaia- 
col; 2-methoxy-p-crcfiol. 

4- (p-Mcthoxyphcny 1) -2-butanone; anUyl 

acetone. 

1 - (4-Methoxypheny 1 ) - 4 - me thy 1-1-pen ten- 
3-one; methoxystyryl isopropyl ketone 
1 - (p-Mc ihoxypheny 1) -1 -pcnten-3-one: a- 

methyianuylidene acetone; ethone 

1- (p-Methoxyphenyl) -2-propanonc; antsy l- 
methyl ketone; anUic ketone. 

2- Methoxy-4-viny!phenol; p-vlnylgUAiacol 
Methyl acetate. 

4'-Methylacetophenone; p-methylacetophe- 
none; methyl p-tolyl ketone. 
2-Methoxy-4-vinylphc no!; p-viuylguaiacol. 

1 -yl butyrate 
Methyl anisate. 

o-Methylanlsolc; o-cxeayl methyl ether 
p-Methy Ian lsol e; p-cresyl methyl ether; 

p-methoxy toluene 
Methyl benzoate. 

Methylbenzyl acetate, mixed o-.m-,p- 
•-Xlsthyibenzyi acetate; alyralyl acetate. 
«-Methvlbenzyl alcohol; styralyl alcohol. 

«-Methylbenzyl butyrate; stynUyl butyrate. 
«-Methylb«nzyl isobutyrate; atyralyl Isobuty¬ 
rate. 

a-Methvlbenzyl formate; styralyl formate 
•-Methylbenzyl propionate, atyralyl propi¬ 
onate. 

2-Mcthylbutyl Uovalemte. 

Methyl p-fcrt-butylphenylacetate 

2- Methyibutyraldehyde; methyl ethyl acetal¬ 
dehyde 

3- Methylbutyraldehyde; Uovnleraldehyde 
Methyl butyrate. 

2-Methyl butyric a*: id. 
«-Methylclnnamaldcbyde 
p-Methylclnnamaldehyde 
Methyl clnnamate. 

2-Methyl-! .3-cydohexadlcne 
Mcthylcyclopentenolone; 3-mcthylcyciopen- 
Une-1.2-dlone. 

Methyl disulfide: dimethyl disulfide. 

Methyl ester of rosin. parUaUy hydrogenated 
(as defined in | 172-616): methyl dthydro- 
abletate. 

Methyl heptanoate. 

2-MethyIheptanolc acid 
6-Methyl-5-hepten-2-one. 

Methyl hexanoate 
Methyl 2-hexauo«te 

Methyl p-hydroxybenzoate, methylparaben. 
Methyl «-lonone; fi-(2.6,Q-trimethyl-2-cycjo- 
hexen-l-y!) -4-pen ten-3-one. 

Methyl 6*lonone; 5.(2,6.6-triroethyl-3-cycIo- 
hexen-1 -yl) -4-penten-3-one. 

Methyl 4-ionone; 6-<2,6,6-trimcthy!-3-cycio- 
hexcn-l-yl) -4-penten-3-one. 

Methyl Uobutyrate. 

2-Methyl - 3-ip-Kopropylphenyl ) -propional- 
dehyde; c-mcthyl-p-uopropylhvdrocln- 
namaldvhyde; cyclamen aldehyde. 

Methyl Uovalerate. 

Methyl laurate. 

Methyl mercaptan; methanethlol. 

Methyl o-methoxybensoate. 

Methyl X-methylsnthranitate; dlmeehyl an¬ 
thranllate. 

Methyl 2-methylbutyrate 
Methyl 2-methylthloproplonate. 

Methyl 4-methyl valerate. 

Methyl myrUtate 

Methyl £• naphthyl ketone; 2 -acelonaph- 
thone. 

Methyl nonanoate. 

Methyl 2-nonenoate. 

Methyl 2-nonynoate; metbyloctyne car bon- 
* ate. 

2-Methyloctanal; methyl hexyl acetaldehyde. 
Methyl octanoate. 

Methyl 2-octynoete; methyl hcptlne carbon¬ 
ate. 
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4-Mcthyl-2,3-penunedkme: aoetyl laobuty- 

ryl. 

4-Mclhyl-2-pentanone; methyl Uobutyl ke¬ 
tone. 

^-Merhytphencthyl alcohol; hydratrophyi al¬ 
cohol. 

Methyl phenyiacetate. 

3- Methyl-4-pbenyl-3-butene-2-one 

2-Methyl-4-pbenyl-2-butyl acetate: dl- 

methylphenylethyl carblnyl acetate 

2- Methyl-4-pheny t-2-butyl lsobutyrate; di- 
methylphenyl-ethylcarblnyl Isobutyrate. 

8 - Mcthyl-2-phenyl b u tyraldehyde; «- Isopro- 

pyl phenyiacetaldebyde. 

Methyl 4 -phenyIbutyrate. 

4- Metbyl-1-phenyl-2-pentanone; benzyl lao- 
butyl ketone. 

Methyl 3-phcnylproplonate; methyl hydro- 
clnnamate. 

Methyl propionate. 

3- Methyl-5-propyl -2-cyciobexen-1 -one. 

Methyl sulfide. 

3-Mcthylthloproplonaldehyde; methlonal 
2-Methyl-3-tolylproplonaldehyde. mixed o-. 
m-, p-. 

2-Methytundecanal; methyl nonyl acetalde¬ 
hyde 

Methyl 0-undecenoat*. 

Methyl 2-undecynoate; methyl decyne car¬ 
bonate. 

Methyl valerate. 

2-Methylvalerlc acid. 

Myrcene; 7-methyl-3-methylene-i.6-octadl- 
ene. 

MyrUt aldehyde; tetradecanal. 
d - Neoment hoi; 2 - laobu ty 1 -3-methyl eye lohex - 
anol. 

Nerol; ds-3,7-dlmethyl-2.8-octadlen-l-ol 
Nerolidol; 3.7.11-trlmethyl-l.fi.lO-dodeeatrl- 
en-3-ol. 

Neryl acetate. 

Neryl butyrate. 

Neryl formate. 

Neryl Isobutyrate. 

Neryl Isovalermte. 

Neryl propionate. 

2 6-Nonodien-l-oL 

* - Non alar tone; 4-hydroxy no mmole acid, 
lactone: aldehyde C-18. 

Non anal: pel argon Ic aldehyde. 

1.3-Nonanedtol acetate, mixed caters. 

Nouanolc add; pelargonlc add. 

2- Nonanone: methylheptyl ketone. 

3- Nonanon-l-yl acetate; l-hydroxy-3-nona- 
none acetate 

Nonyl acetate. 

Nonyl alcohol; 1-nonanol. 

Nonyl octanoate. 

Nonyl Isovalerate. 

Nootkatone; 5.6-dlmethyl-8-iaopropenyi-bl- 
cyclol4.4.01 -dec-l-en-3-one 
Octmene; traru-0-oclmene; 3.7-dimethyl -1*3, 
6-octatriene. 

-Octalactone; 4-hydroxyoctanolo add. 
lactone. 

Octanal; caprylaldehyde. 

Octanal dimethyl acetal. 

Octanoic acid; capryllc acid. 

1- Octand: octyl alcohol. 

2- Oct and 

3- Octanol. 

2- Octanone; methyl hexyl ketone. 

3 - Oct a none; ethyl amyl ketone. 
3-Octanon-l-ol. 

l-Octen-3-ol; amyl vinyl carblnol, 
l -Octen-3-yl acetate. 

Octyl acetate. 

3-Octyl acetate. 

Octyl butyrate 
Octyl formate. 

Octyl hepunoate. 

Octyl lsobutyrate. 

Octyl lsovalerate. 

Octyl octanoate. 

Octyl phenyl acetate. 

Octyl propionate. 

. -Pentadccalactone; 15-hydrorypentadeca- 
nolc acid, ^-lactone: pentadecanollde: an¬ 
gelica lactone. 


2,3-Pentanedkme; acetyl proplonyl 
2-Pentanone; methyl propyl ketone. 

4-Pen ten ole add. 

1- Penten-3-ol. 

PertlUldehyde; 4-lsopropenyl-l-cyclohexene- 
1 -carboxaldehyde; p-mentha-1 jB-dlen-7-aL 
Perlllyl acetate*. p-mentha- 1.8-dlen-7-yl 
acetate. 

a-Phellandrene; e-mentha-1,5-diene. 

Phenetbyt acetate. 

Phenethyl alcohol; /J-phenylethyl alcohol. 
Phenethyl anthranllate. 

Phenethyl benzoate. 

Phenethyl butyrate. 

Phenethyl clnnamate. 

Phenethyl formate. 

Phenethyl laobutyrate. 

Phenethyl Lsovalerate. 

Phenethyl 2-methylbutyrate. 

Phenethyl phenyiacetate 
Phenethyl propionate. 

Phenethyl salicylate. 

Phenethyl senecioate: phenethyl 3.3-dimeth- 
ylacrylate. 

Phenethyl tlglate. 

Phenoxyacetlc add. 

2- Phenoxyethyl lsobutyrate. 

Pheny lace taldehydc; o-tolulc aldehyde. 

Phenyl acetaldehydo 23-butylene glycol 
acetal. 

Pheny lace toldehyde dimethyl acetal 
Phenvlacctaldchydo glyceryl acetal 
Phenylacetlc add; a-tolulo add. 

4-Phenyl-2-butanol; phenyletbyl methyl 
carblnol. 

4-Pbenyl-3-buten-2-ol; methyl styryi car¬ 
blnol. 

4 - Plienyl-3-bu ten-2-one. 

4-Phenyl-2-butyl acetate. phenyletbyl 
methyl carblnyl acetate. 

1-Phenyl-3-methyl-3-pcntanol; phenyletbyl 
methyl ethyl carblnol. 

1- Phenyl-i-propanol; phenyletbyl carblnol. 

3- Phenyl-1-propanol; hydroclnnamyl alcohol. 

2- Phenylproplonaldehyde; hydra tropalde- 

hyde 

3- Phenylproplonaldehyde; hydroclnnamaide- 
hyde. 

2 - Phenylproplonaldehyde dimethyl acetal; 
hydmtroplc aldehyde dimethyl acetal. 

3- Phenylproplonlc acid; hydroclnnamlc acid. 
3-Phenylpropyl acetate. 

2- Phenylpropyl butyrate 

3- Phenylpropyl clnnamate 
3-Phenylpropyl formate. 

3-Phenylpropyl hexanoate 

2- Phenylpropyl lsobutyrate. 

3- Phenylpropyl lsobutyrate. 

3-Phenylpropyl isovalerate. 

3-Phenylpropyl propionate. 

2 -(3-Phenylpropyl) -tetrahydrofura. 
a-Plnene; 2-plnene 
0-Plnene: 2(10) -pinene 
Pine tar oil. 

Plnocarveol: 2(10) -plnen-3-ol. 

Piperidine 
Piped ne, 

d-Ptperitone; p-menth-i-en-3-one. 
Piperltenone; p-mentha-1,4(8) -dien-3-one. 
Ptperltenone oxide; 1,2-epoxy-p-menth-4(8)- 
en-3-one. 

Plperonyl acetate; hellotropyl acetate 
Plperonyl lsobutyrate. 

Polyltmonene. 

Polyaorbate 20; polyoxyethylene (20) aorbltan 
monola urate. 

Polyaorbate 60; polyoxyethylene (20) sor- 
bitan mono*tcreate. 

Polyaorbate 80; polyoxyethylene <20) Borbi- 
tan monooleate 
Potassium acetate. 

PropenyIguaethol; 8-ethoxy-m-anol 

Proplonaldehyde 

Propyl acetate 

Propyl alcohol; 1-propanol. 

p-Propyl anlsole; dlhydroanethole. 

Propyl benzoate. 

Propyl butyrate. 

Propyl clnnamate. 


Propyl disulfide. 

Propyl formate. 

Propyl 2-furanacrylate. 

Propyl heptanoate. 

Propyl hexanoate. 

Propyl p-hydroxybenzoate; propylparaben. 

3-Propyl idenephthal lde. 

Propyl lsobutyrate. 

Propyl isovalerate. 

Propyl mercaptan. 

«-Propylphenethyl alcohol. 

Propyl phenyiacetate. 

Propyl propionate. 

Pulegone; p-mentli-4<8> -en-3-one 
Pyridine. 

Pyroligneous acid extract. 

Pyruvaldehyde. 

Pyruvic add. 

Bhodlno); 3.7-dimtthyl-7-octen-l-ol: f-cltro- 
nellol. 

Hhodluyl acetate. 

Rhodlnyl butyrate. 

Rhodlnyl formate. 

Rhodlnyl lsobutyrate. 

Rhodlnyl bio valerate. 

Rhodlnyl phenyiacetate. 

Rhodlnyl propionate. 

Rum ether; ethyl oxyhydrate. 

Sallcylaldehyde 
Santalol. a and fi. 

Santalyl acetate. 

Bantalyl phenyiacetate. 

Skatole. 

Sorbltan mono* tea rate. 

Styrene. 

Sucroee octaacetate. 

tt-Terplnene. 

y-Terplnene. 

o-Terplneol; p-menth-l-en-8-ol. 

8-Terpineol. 

Terpinotene; p-menth-1.4(8)-diene 
Terplnyl acetate. 

Terplnyl anthranllate. 

Terplnyl butyrate 
Terplnyl clnnamate. 

Terplnyl formate. 

Terplnyl lsobutyrate. 

Terplnyl Isovalerate. 

Terplnyl propionate. 

Tetrahydrofurfuryl acetate 
Tetraliydrofurfuryl alcohol. 
Tetrahydrofurfuryl butyrate 

Tetrahydrofurfuryl propionate. 

Te trahydro-pseudo-lonone; 6,10-dlmethyMI- 
undecen-2-one. 

Trtrahydrollnalool: 3.7-dimethyloctan-3-ol 
Tetramethyl ethylcyclohexenone; mixture of 
5 - ethyl-23.4.6-tetramethyl-2-cyclohexen- 
1-one and 6-ethyl-3.4.5.6-tetramethy 1-2- 
cyclohexen-1 -one. 

2-Thienyl mercaptan; 2-thienyl thiol 
Thymol. 

Tolualdehyde glyceryl acetal, mixed o. m p 
Tolualdehyde*. mixed o, m. p. 
p-Tolylacetaldehyde. 
o-Tolyl acetate; o-cresyl acetate. 
p-Tolyl acetate; p-cresyl acetate 

4-(p-Tolyl) -2-butanone; p-methylb«n*yl*< <• 
tone. 

p-Tolyl lsobutyrate. 
p-Tolyl taurate. 
p-Tolyl phenyiacetate. 

2 -1 p-Tolyl) -proplonaldehyde: p-methylhy* 
dratropic aldehyde 
Tributyl acetylcitrate. 

2-Trldccenal. 

2,3-Undccadlone; acetyl nonyryl 
v-Undecalactone; 4 -bydroxyundecanolc acid 
v-lactone; i>each aldehyde: aldehyde C-H 
Undecenal. 

2-Undecanonc; methyl nonyl ketone 

9- Undecenal; undecenolc aldehyde 

10- Undecenal. 

Undecen-l-o|; undecylenlc alcohol. 
10-Undecen-l-yl acetate 
Undecyl alcohol 
Valeraldehyde: pentanal. 

Valeric acid; pentarvote acid. 

Vanillin acetate: acetyl vanillin 
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V* i.ui aldehyde. 

Vorbenol; 2-pln*n-4-ol. 

;* i i throne; 4-14-bydroary -3-mc thoxyphenyl) • 

12 -bUtaMM. 

ic) «-Decalactone and «-dodecalac- 
(ooe when used separately or In combi¬ 
nation In oleomnrgarine are used at 
level* not to exceed 10 parts per million 
and 20 parts per million, respectively, in 
.nortlance with 9 106.110 of this chapter. 

d) BHA (butylated hydroxyantoole) 
may be used as an antioxidant in flavor¬ 
ing .^bstanecs whereby the additive does 
not exceed 0 5 percent of the essential 
'volatile) oil content of the flavoring 
substance* 

C 172.520 with mnIiuiii 

»ulfoMi«*t*Snnle for manufacturing. 

The food additive "cocoa with dioctyl 
sodium sulfosuccinate for manufactur¬ 
ing/* conforming to I 163.117 of this 
chapter and 9 172.810. to used or intended 
for use as a flavoring substance in dry 
beverage mixes whereby the amount of 
dioctyl sodium sulfosuccinate does not 
exceed 75 parts per million of the fin¬ 
ished beverage. The labeling of the dry 
beverage mix shall bear adequate direc¬ 
tions to assure use In compliance with 
this section. 

1 172.550 HiMHliini) giiait* bile. 

I):sodium gu&nylate may be safely 
used as a flavor enhancer In foods, at a 
level not in excess of that reasonably 
required to produce the intended effect 

$ 172.535 Dbtodiusn inowimitr. 

The food additive disod ium inasmate 
rnay be safely used In food In accordance 
with the following prescribed conditions: 

'a) The food additive is the dtoodlum 
salt of inoslnlc acid, manufactured and 
purified so as to contain no more than 
150 parts per million of soluble barium 
in the compound disodium Inosinate with 
seven and one-half molecules of water of 
crystallization. 

<b) The food additive to used as a 
flavoring adjuvant in food. 

9 172.560 Modified hop ntract. 

The food additive modified hop extract 
may be safely used in beer in accordance 
with the following prescribed conditions: 

(a) The food additive to used or in¬ 
tended for use as a flavoring agent in 
the brewing of beer. 

<b) The food additive to manufactured 
by one of the following processes: 

1 1 > The additive to manufactured from 
a hexane extract of hops by simultaneous 
isomerization and selective reduction In 
an alkaline aqueous medium with sodium 
borohydride. whereby the additive meets 
♦he following specifications: 

‘D A solution of the food additive 
'olkU to made up in approximately 0.012 
m alkaline methyl alcohol (6 milliliters 
of 1 n sodium hydroxide diluted to 500 
milliliters with methyl alcohol) to show 
an absorbance at 253 millimicrons of 0.8 
♦o f> 9 per eentfmeter ‘This absorbance to 
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obtained by approximately 0.03 milli¬ 
gram solids permillilitcr.) The ultra- 
t absorption spectrum of thto 
solution exhibits the following character¬ 
istics : An absorption peak at 253 milli¬ 
microns; no absorption peak at 325 to 
330 millimicrons; the absorbance at 268 
millimicrons does not exceed the absorb¬ 
ance at 272 millimicrons. 

til) The boron content of the food ad¬ 
ditive does not exceed 310 parts per mil¬ 
lion <0.0310 percent). calculated as boron. 

(2) The additive is manufactured from 
hops by a sequence of extractions and 
fractionations, using benzene, light pe¬ 
troleum spirits, and methyl alcohol as 
solvents, followed by isomerization by 
potassium carbonate treatment. Residues 
of solvents In the modified hop extract 
shall not exceed 1.0 part per million of 
benzene. 1.0 part per million of light 
petroleum spirits, and 250 parts per mil¬ 
lion of methyl alcohol. The light petro¬ 
leum spirits and benzene solvents shall 
comply with the specifications in 
9 172.250 except that the boiling point 
range for light petroleum spirits to 150' 
P—300' F. 

(3) The additive to manufactured 
from hops by a sequence of extractions 
and fractionations, using methylene 
chloride, hexane, and methyl alcohol as 
solvents, followed by isomerization by 
sodium hydroxide treatment. Residues 
of the solvents in the modified hop ex¬ 
tract shall not exceed 5 parts per million 
of methylene chloride. 25 parts per mil¬ 
lion of hexane, and 100 parts per million 
of methyl alcohol. 

’ <4) Tlie additive to manufactured 
from hops by a sequence of extractions 
and fractionations, using benzene, light 
petroleum spirits, methyl alcohol, w-butyl 
alcohol, and ethyl acetate as solvents, 
followed by isomerization by potassium 
carbonate treatment. Residues of sol¬ 
vents in the modified hop extract shall 
not exceed 1.0 part per million of ben¬ 
zene, 1.0 part per million of light petro¬ 
leum spirits, 50 parts per million of 
methyl alcohol. 50 parts per million of 
n-butyl alcohol, and 1 part per million 
of ethyl acetate. The light petroleum 
spirits and benzene solvents shall comply 
with the specifications in 9 1 72/250 ex¬ 
cept that the boiling point range for 
light petroleum spirits to 150 P to 
300" P. 

(6) The additive to manufactured from 
hops by an Initial extraction and frac¬ 
tionation using one or more of the fol¬ 
lowing solvents: Ethylene dichloride, 
hexane, isopropyl aicoho). methyl alco¬ 
hol, methylene chloride, trichloro¬ 
ethylene. and water; followed by isom¬ 
erization by calcium chloride or 
magnesium chloride treatment in ethy l¬ 
ene dichloride, methylene chloride, or 
trichloroethylene and a further sequence 
of extractions and fractionations using 
one or more of the solvents set forth in 
this paragraph. Residues of the solvents 
in the modified hop extract shall not ex¬ 
ceed 125 parts per million of hexane; 
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150 parts per million ol ethylene 
dichloride, methylene chloride, or tri¬ 
chloroethylene; or 250 parts per million 
of isopropyl alcohol or methyl alcohol 

(6) The additive to manufactured from 
hops by an Initial extraction and frac¬ 
tionation using one or more of the 
solvents listed in paragraph <b>(5) of 
this section followed by: Hydrogenation 
using palladium as a catalyst in methyl 
alcohol, ethyl alcohol, or isopropyl alco¬ 
hol acidified with hydrochloric or sul¬ 
furic acid; oxidation with peracetic acid; 
isomerization by calcium chloride or 
magnesium chloride treatment in ethyl¬ 
ene dichlorlde, methylene chloride, or 
trichloroethylene (alternatively. the 
hydrogenation and Isomerization steps 
may be performed in reverse order); and 
a further sequence of extractions and 
fractionations using one or more of the 
solvents listed in paragraph (b><5) of 
this section. The additive shun meet the 
residue limitations as prescribed in para¬ 
graph (b) (5) of thto section. 

(7) The additive to manufactured from 
hops as set forth in paragraph (b) (6) ol 
thto section followed by reduction with 
sodium borohydride in aqueous alkaline 
methyl alcohol, and a sequence of ex¬ 
tractions and fractionations using one or 
more of the solvents listed in paragraph 
<b> (5> of thto section. The additive shall 
meet the residue limitations ns prescribed 
in paragraph (b> (5) of thto section, and 
a boron content level not In excess of 
300 parts per million (0.0300 percent). 
calculated as boron. 

(8) The additive to manufactured from 
hops as a nontoomerizable nonvolatile 
hop resin by an initial extraction and 
fractionation using one or more of the 
solvents listed In paragraph *b)<5) of 
thto section followed by a sequence of 
aqueous extractions and removal of non- 
aqueous solvents to less than 0.5 percent 
The additive to added to the wort before 
or during cooking In the manufacture of 
beer. 

§ 172.575 Ouiiiitie. 

Quinine, as the hydrochloride sale oi 
sulfate salt, may be safely used In food 
in accordance with the following condi¬ 
tions: 

t/*£5 Limitation 

In carbon.*ted bev- Not to exceed 83 pari* 

eragea am a flavor per million, au qui¬ 
nine. Label shall 
bear a prominent dec¬ 
laration of the pret¬ 
ence of quinine either 
by the u«e of the word 
‘•quinine” in the name 
of the article or 
through a neparnte 
declaration 

§ 172.580 S4«frolr-fn*«- cxtrncf of 
«uif raw. 

The food additive safrole-free extract 
of sassafras may be safely used in ac¬ 
cordance with tlie following prescribed 
conditions: 

(a) The additive to the uqueous extra* t 
obtained from the root bark of The plant 
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Sassafras albidum (Nuttall) Noes (Pam. 
LuuruceftO. 

<b* It Is obtained by extracting tiie 
bark with dilute alcohol, first concen¬ 
trating the alcoholic solution by vacuum 
distillation, then diluting the concen¬ 
trate with water and discarding the oily 
fraction. 

<c> The purified aqueous extract is 
saf role-free. 

<d> It is used as a flavoring in food. 

§ 172..>05 Sugar beet cslract flavor bu*c. 

Sugar beet extract flavor base may be 
safely used in food in accordance with 
the provisions of this section. 

(a) Sugar beet extract flavor base is 
tiie concentrated residue of soluble sugar 
beet extractives from which sugar and 
glutamic acid have been recovered, and 
which has been subjected to ion exchange 
to minimise the concentration of natu¬ 
rally occurring trace minerals. 

<b) It is used as a flavor in food. 

§ 172.590 Ycast-malt »pcoul extract. 

Yeast-malt sprout extract, as described 
in this section, may be safely used in 
food in accordance with the following 
prescribed conditions: 

(a) The additive is produced by par¬ 
tial hydrolysis of yeast extract (derived 
from Saccharomyccs cercviseac, Sac - 
charomyccs fragilis. or Candida utiHs> 
using the sprout portion of malt barley 
as the source of enzymes. The additive 
contains a maximum of 6 percent 5' nu¬ 
cleotides by weight 

(b> The additive may be used as a 
flavor enhancer to food at a level not in 
excess of that reasonably required to pro¬ 
duce the Intended effect 

Subpart G—Gums, Chewing Gum Bases 
and Related Substances 

§ 172.610 ArnbSnogalactan. 

Arabtnogalnctan may be safely used In 
food in accordance with the following 
conditions: 

(a) Arabinogalactan Is a polysac¬ 
charide extracted by water from Western 
larch wood, having galactose units and 
arabinose units in the approximate ratio 
of six to one. 

<b) It is used in the following foods in 
the minimum quantity required to pro¬ 
duce its intended effect as an emulsifier, 
stabilizer, binder, or bodying agent: Es¬ 
sential oils, nonnutritive sweeteners, 
flAvor bases, nonstandardlzed dressings, 
and pudding mixes. 

§172.615 ( Jicwing gum ba*«% 

The food additive chewing gum base 
may be safely used in the manufacture 
of chewing gum in accordance with the 
following prescribed conditions: 

(a) The food additive consists of one 
or more of the following substances that 
meet the specifications and limitations 
prescribed in this paragraph, used In 
amounts not to exceed those required to 
produce the Intended physical or other 
technical effect. 


Masticatost Substances 


NATURAL (COAGULATED OR CONCENTRATED I.AT1CEA> OF VTGET4B1JC ORIGIN 


Family 

SRpOtRCCAB: 

Chicle ____ 

Chlqulbul--- 

Crown gum__ 

Gutta hang kang.____- 

Mun.wftiuiubA batata (and the ad¬ 
vent-free resin extract of 
randuba batata). 

Massaranduba chocolate..... 

Nlspcro____ 

Rosidlnha irosadinha)___ 

Venezuelan chicle____ 

Apocynaceae: 

Jel u tong__ - - , 

Lee he caspl (aonra)___ 

Pendare..... 

Perillo... 


Moruceae: 
Lee he de 


Niger gutU... 

Tumi (tuno)____ 

Euphorblacsae: 

Chllte... 

Natural rubber (smoked sheet and 
latex solids). 


Genus and species 

Manllkara zapoiilla Glily and Manilkura chicle Ollly 
ManUkara zapotlUa Glily. 

MAulikara zapotUla Glily and Manllkara chicle Qllly 
Palaqulum lelocarpum Boerl. and Palaquluui ob~ 
longlfollum Burck. 

Manllkara huberl (Ducke) Chevalier. 


Manllkara solimoesensl* Gilly. 

Manllkara rapotills Glily and Manllkara chicle Glily 

Mlcropholla (also known as 8lderoxylon) spp. 

Manllkara will Ismail Standley and related spp 

Dyers costulata Kook. P. and Dyers lowil Rook F 

Oomna macrocarpa Barb. Rodr. 

Couma macrocarpa Barb. Rodr and Couma util la 
(Mart.) Muclt. Arg. 

Couma macrocarpa Barb. Rodr. and Couma utili* 
(Mart ) Muell Arg. 

Broelmum utile iHBKi Pit tier and Poulnenla spp . 
aUo Lacmetlea standley I (Woodson), Monachlno 
(Apocynaceae). % 

Plcus platyphytla Del. 

Castilla faltax Cook. 

Cnldoftoolin (also known a* Jatropha) elantleu* 
Lundell and Cnldoscoliw teplquenala (Coat and 
Gall.) McVaugh. 

Revea braalllensis. 


Synthetic 

Butadiene-styrene rubber__ 

Isobutylene - Isoprene copolymer 
(butyl rubber). 

Paraffin_...__... 


Petroleum wax_ 

Petroleum wax synthetic.... 

Polyethylene ___ 

Polytsobutylene _ 

Polyvinyl acetate- 


Specification* 

Basic polymer. 

Do. 

Synthesized by FUcher-Tropach process from carbon 
monoxide and hydrogen, which are catalyilcnlly 
converted to a mixture of paraffin hydrocarbon 
Lower molecular weight fraction* are removed by 
distillation. The residue U hydrogenated and 
further treated by percolation through activated 
charcoal. The product has a congealing point of 
200* F 210* P as determined by AATM. D-938 
49 method; a maximum oil content of 08 per¬ 
cent aa determined by AJ5.TM. D-721-56T method, 
and an absorptivity of leas than 0.01 at 290 milli¬ 
microns In decahydronaphthalene at 190* P as 
determined by AS.TM 131 method. 

Complying with I 172 886. 

Complying with I 172.888. 

Molecular weight 2.000-21,000 

Minimum molecular weight 37.000 iPlory) 

Molecular weight, minimum 2.000. 


PijumctziNG Matt*law iSarrtNxxs) 


Glycerol eater of partially dimerized 
rosin. 

Glycerol eater of partially hydro¬ 
genated gum or wood rosin. 

Glycerol ester of polymerized rosin.. 

Glycerol ester of gum rosin-—- 


Glycerol enter of tall oil rosin- 


Glycerol ester of wood rosin- 


Methyl ester of rosin, partially hydro¬ 
genated. 


Haring an acid number of 3-8, a drop-eoftenmg point 
of 109* C-119* C. and a color of M or paler 
Having an acid number of 3-10, a drop*.‘*ofteulng 
point of 79* C-88’ C, and a color of N* or palrr 
navlivg an acid number of 3-12, a meitiug-point 
range 80* C*128* C, and a color of M or paler 
Having an acid number of 5-9, a drop-softening point 
of 88* C-90* C. and a color of N or paler The 
ester is purified by steam stripping 
Having an acid number of S-12, s softening point 
(ring and ball) of 80* 88* C. and a color of N or 
paler. The ester is purified by steam stripping 
Having an sc Id number of 3-9. a drop-softening point 
of 88* C 98* C\ and a color of N or palrr The 
ester is purified by steam stripping. 

Having an acid number of 4 8. a refractive index of 
1.5170-1.8205 at 20* C. and a viscosity of 23-66 
poises at 25* C. The enter Is purified by steam 
stripping. 
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Plaattcuunq MATtxuu (SoriENtHs)—Continued 

PcnUerytbritol enter of portlJiUy by- Having an acid number of 7-18* a drop-softening 
urogenated gum or wood rain. point of 103* C~U0* C. and a color of K or paler, 

is ntAerythrltol cater of gum or wood Having an acid number of 8-18, a drop-**#tening 
ronin. point of 100* C-118* C. and a color of M or paler 

Rice bran wax_——- Complying with I 173.890. 

stearic acid.—--- Complying with f 173.880 

.Sodium and poUuuitum atearatee- Complying with I 173.883 

TmpewE Rr.arxs 

synthetic fgaln_ __ ... OomttoUng of polymcra of a-pmene. ^-plnene, and, or 

dlpentene: add value lean than 6, aapomfleatton 
number leu than 6, and color lee* than 4 on the 
Gardner scale an measured In 50 percent mineral 
spirit solution. 

Natural resin_ _ Consisting of polymers of a-pinene. softening point 

minimum 158* C, determined by UBP closed- 
caplUary method 

ANTIOXIDANTS 


Buiylatcd hydroayauisole- . ..... . 

Hutylated hjdroxjtoluenc. . Not to exceed antioxidant content of 0 1 ‘ when used 

Propyl gallate alone or in any combination. 

Misckllawkous 

Sodium sulfate--— -- 

Sodium sulfide... Reaction-control agent In synthetic polymer 

production. 


<b) In addition to the substances 
lifted in paragraph (a> of this section, 
chewing gum base may also tnclude sub¬ 
stances generally recognised as safe in 

food. 

(c) To assure safe use of the additive. 
In addition to the other information re¬ 
quired by the act. the label and labeling 
of the food additive shall bear the name 
of the additive, “chewing gum base/' As 
used In this paragraph, the term "chew¬ 
ing gum base" means the manufactured 
or partially manufactured nonnutritive 
rn.istlcatory substance comprised of one 
or more of the ingredients named and so 
defined In paragraph fa) of this section. 

§ 172.620 Carrageenan. 

The food additive carrageenan may be 
safely used in food in accordance with 
the following prescribed conditions: 

<a) The food additive is the refined 
hydrocolloid prepared by aqueous ex¬ 
traction from the following members of 
the families Olgartinaceae and 8ol!eria- 
ceae of the class Rodophyceae (red sea¬ 
weed) : 

Chandruft eriopuH. 

1 ’Uondru* ocelUtua. 
icuchruma cottonU 
Kuchcuma spinosum 
Olganin* acicuiorU 
Glgfurtlna pisUlUtii 
Oigartina radii)* 

Gtgorttna fetcUal* 

•b) The food additive conforms to the 
following conditions: 

( 1) It Is a sulfated polysaccharide 
the dominant hexose unit* of which are 
talactose and anhydrogalactose. 

«2) Range of sulfate content: 20 per¬ 
cent to 40 percent on a dry-weight basis. 

<c) The food additive is used or in¬ 
tended for use in the amount necessary 
for on emulsifier, stabilizer, or thickener 
In foods, except for those standardized 
foods that do not provide for such use. 

<d> To assure safe use of the additive, 
tile label and labeling of the additive 


shall bear the name of the additive, car¬ 
rageenan. 

§ 172.623 4 4 irrag«H'itan willi jmh -*»rl»alr 

80. 

Carrageenan otherwise meeting the 
definition and specifications of 9 172.620 

(a) and (b) and salts of carrageenan 
otherwise meeting the definition of 
9 172.626(a) may be safely produced 
with the use of polysorbate 80 meeting 
the specifications and requirements of 
5 172.840 (a) and (b) in accordance 
with the following prescribed conditions: 

(a) The polysorbate 80 is used only to 
facilitate separation of sheeted car¬ 
rageenan and salts of carrageenan from 
drying rolls. 

<b) The carrageenan and salts of car¬ 
rageenan contain not more than 5 per¬ 
cent by weight of polysorbate 80, and the 
final food containing the additives con¬ 
tains polysorbate 80 in an amount not 
to exceed 500 parts per million. 

(c) The carrageenan and salts of car¬ 
rageenan so produced arc used only’ in 
producing foods in gel form and only for 
the purposes defined in 9 172.620(c) and 
9 172.626(b). respectively. 

(d> The carrageenan and salts of car¬ 
rageenan so produced are not used in 
roods for which standards of identity 
exist unless the standards provide for 
the use of carrageenan, or salts or car¬ 
rageenan. combined with polysorbate 80. 

(©) The carrageenan and salts of car¬ 
rageenan produced In accordance with 
this section, and foods containing the 
same, in addition to the other require¬ 
ments of the act arc labeled to show the 
presence of polysorbate 80. and the label 
or labeling of the carrageenan and salts 
of carrageenan so produced bear ade¬ 
quate directions for use 

§ I 72.626 Stilt* of rdrrusi ru.m. 

The food additive salts of carrageenan 
may be safely used In food in accordance 
with the following prescribed conditions: 


(a) The food additive constats of car¬ 
rageenan, meeting the provisions ol 
9 172.620. modified by increasing the 
concentration of one of the naturally 
occurring salts (ammonium, calcium, 
potassium, or sodium) of carrageenan 
to the level that it is the dominant salt 
in the additive. 

(b) The food additive is used or in¬ 
tended for use In the amount necessary 
for an cmuLslfter. stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use 

(c) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear the name of the salt of carra¬ 
geenan that dominates the mixture by 
reason of the modification, e g,, "sodium 
carrageenan", "potassium carrageenan", 
etc. 

§ 172.655 I ui'rcllcran. 

The food additive furceileran may be 
safely used in food in accordance with 
the following prescribed conditions: 

(a) The food additive is the refined 
hydrocolloid prepared by aqueous ex¬ 
traction of furcellaria fastigiata of the 
class Rodophyceae (red seaweed*. 

(b) The food additive conforms to the 
following: 

(1) It is a sulfa ted polysaccharide the 
dominant hexose units of which are 
galactose and anhydrogalacto.se. 

(2) Range of sulfate content: 8 per¬ 
cent to 19 percent, on a dry-weight basta 

(c) The food additive is used or in¬ 
tended for use in the amount necessary 
for an emulsifier, stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use 

(d) To assure safe use of Uie additive, 
the label and labeling of the additive 
shall bear the name of the additive, fur¬ 
ceileran. 


§ 172.660 Snll* of furn llcr.in. 

The food additive salts of furceileran 
may be safely used in food in accordance 
with the following prescribed conditions 
(a) The food additive constats of fur¬ 
ceileran, meeting the provisions of 
9 172.855, modified by Increasing the 
concentration of one of the naturally 
occurring salts (ammonium, calcium, 
potassium, or sodium) of furceileran to 
the level that it ta the dominant salt In 
the additive. 

<b) The food additive is used or in¬ 
tended for use in the amount necessary 
for an emulsifier, stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use. 

<c) To assure safe use of the additive, 
the label and labeling of the udditive 
shall bear the name of the salt of fur¬ 
ceileran that dominates the mixture by 
reason of the modification, c.g.. "sodium 
furceileran", "potassium furceileran". 
etc. 

$ 172,695 Xanlhan gum. 

The food additive xanthan gum may be 
Mtfcly used in food in accordance with 
the following prescribed conditions: 

(a) The additive is a polysaccharide 
gum derived from Xanthomonas cam- 
pfttrh by a pure-culture fermentation 
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process and purified by recovery with 
isopropyl alcohol. It contains D-glucose, 
D-mannose, and D-glucuronic acid as the 
dominant hexose units and is manufac¬ 
tured as the sodium, potassium, or 
calcium salt. 

• b) The strain of Xantho)nonas cam - 
pcstris is nonpathogenic and nontoxic in 
man or other animals. 

(c) The additive is produced by a 
process that renders it free of viable cells 
of Xanthomonas campestris K 

(d) The additive meets the following 
specifications: 

tl> Residual Lsopropyi alcohol not to 
exceed 750 parts per million. 

(2) An aqueous solution containing 1 
percent of the additive and 1 percent of 
potassium chloride stirred for 2 hours 
has a minimum viscosity of 600 centi- 
polses at 75" F. as determined by Brook¬ 
field Viscometer, Model LVF (or equiva¬ 
lent). using a No. 3 spindle at 60 r.pjn.. 
and the ratio of viscosities at 75 * F and 
150 F is In the range of 1.02 to 1.45. 

‘3> Positive for xanthan gum when 
subjected to the following procedure: 

Loctbi Beam Gum On. Test 

Blend on a weighing paper or in a weigh¬ 
ing pen l.O gram of powdered locust bean 
gum with 1.0 gram of the powdered poly- 
Hacchartde to be tested Add the blend slowly 
(approximately Vfc minute) at the point of 
maximum agitation to a stirred solution of 
200 milliliters of dutilled water previously 
heated lo 80* C in a 400-mill 111 tor beaker. 
Continue mechanical stirring until the mix¬ 
ture Is in solution, but stir for a minimum 
time of 30 minutes. Do not allow the water 
temperature to drop below 60* C. 

Set the beaker and Its contents aside to 
cool In the absence of agitation. Allow a 
minimum time of 2 hours for cooling. Ex¬ 
amine the cooled beaker content* for a Arm 
rubbery gel formation after the temperature 
drops below 40* C 

In the event that a gel is obtained, make 
up a 1 percent solution of the polysaccharide 
to be tested In 200 milliliter* of distilled 
water previously heated to 80* C (omit the 
locust bean gum) Allow the solution to cool 
without agitation aa before Formation of a 
gel on cooling Indicate* that the sample l* a 
gelling polysaccharide and not xanthan gum. 

Record the sample as "positive'' for 
xanthan gum if a arm. rubbery gel forms In 
the presence of locust bean gum but not In 
Its absence. Record the sample ae "negative** 
for xanthan gum If no gel forms or If a soft or 
brittle gel forms both with locust bean gum 
and in a 1 percent solution of the sample 
(containing no locust bean gum) 

<4> Positive for xanthan gum when 
subjected to the following procedure: 

Prauvic Acn> Tear 

Pipct 10 milliliters of an 0.0 percent solu¬ 
tion of the polysaccharide In dutilled water 
(CO milligrams of water-soluble gum) into 
a 50-mill111 ter flask equipped with a standard 
taper glass Joint. Pipet in 20 milliliter* of 
IN hydrochloric acid. Weigh the flask Re¬ 
flux the mixture for 3 hours. Take precau¬ 
tions to aroid loss of vapor during the re¬ 
fluxing. Cool the solutlou to room tempera¬ 
ture. Add distilled water to make up any 
weight toes from the flask content* 

Pipet 1 milliliter of a 2.4-dlnltrophenyl- 
hydraxine reagent (0.5 percent In 2 N hydro¬ 
chloric acid) Into a 30-milllitter separatory 
funnel followed by a 2-mUlllller aliquot (4 
milligrams of water-soluble gum) of the 
polysaccharide hydrolyzate. Mix and allow 
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the reaction mixture to stand at room tem¬ 
perature for 6 minute*. Extract the mixture 
with 6 milliliters of ethyl acetate. Discard the 
aqueous layer. 

Extract the hydraaone from the ethyl ace¬ 
tate with three 6 mlilUlter portions of 10 
percent '-odium carbonate solution. Dilute 
the combined sodium carbonate extracts to 
100 milliliter* with additional 10 percent 
sodium carbonate In a 10-mlUlllter volu¬ 
metric flask. Measure the optical density of 
the sodium carbonate solution at 375 
millimicrons 

Compare the results with a curve of the 
optical density versus concentration of an 
authentic sample of pyruvic acid that has 
been run through the procedure starting with 
the preparation of the hydra-cone. 

Record the percent by weight of pyruvic 
acid in the teat polysaccharide. Note "posi¬ 
tive” for xanthan gum If the cample con¬ 
tains mare than 1,5 percent of pyruvic acid 
and "negative” for xanthan gum If the 
wimple contain* less than 1.5 percent of 
pyruvic acid by wctght. 

•e> The additive is used or Intended 
for use In accordance with good manu¬ 
facturing practice as a stabilizer, emulsi¬ 
fier. thickener, suspending agent, bodying 
agent, or foam enhancer in foods for 
which standards of identity established 
under section 401 of the act do not pre¬ 
clude such use. 

if) To assure safe use of the additive: 

(1) The label of its container shall 
bear. In addition to other information re¬ 
quired by the act, the name of the ad¬ 
ditive and the designation ‘ food grade**. 

»2) The label or labeling of the food 
additive container shall bear adequate 
directions for use. 

Subpart H—Other Spec*Tic Usage Additives 

§ 172*710 VdjllvaQb for pc*$lrk!r um* 

dilution*. 

The following surfactants and related 
adjuvants may be safely added to pesti¬ 
cide use dilutions by a grower or appli¬ 
cant prior to application to the growing 
crop: 

n-Alkyl (C.-C,,) amine a be tale, where the 
alkyl group* (C,-C lB ) are derived from coco¬ 
nut oil, as a surfactant In emuHlflvr blend* 
at level* not in excess of 5 percent by weight 
of the emulsifier blends that are added to 
herbicide* -Tor application to corn and 
eorghum. 

Dt-n-alkyl (C.-C„) dimethyl ammonium 
chloride, where the alkyl group* <C f *C, t ) are 
derived rroro coconut oil. as surfactant* in 
ctnulalAer blcuda at level* not In excess of 5 
percent by weight of emulxiflcr blend* that 
are added to herbicide* for application to 
corn or sorghum 

Dletlianolnnilde condensate based on a 
mixture of tat united and u no* turn ted soy¬ 
bean oil fatty acids as a surfactant 

In emulsifier blend* that are added to the 
herbicide atraxine for application to corn. 

Dlcthanolamtde condensate based on 
stripped coconut fatty adds (C,.-C e ) a* a 
surfactant in emulsifier blends that are added 
to the herbicide atraalne for application to 
corn. 

a-(p-DodocyIphenyl) - omega - hydroxypoly 
(oxyethylcne) produced by the condensation 
of 1 mole of dodocylphenol (dodecyl group is 
a prop)yens tetramcr Isomer) with an average 
of 4-14 or 30-70 mole* of ethylene oxide: if a 
blend of products isstied. the average num¬ 
ber of mole* of ethylene oxide reacted to pro¬ 
duce any product that i* a component of the 
blend shall be In the range of 4 14 or 30-70. 

Ethylene dlchlorlde. 


Polyglyceryl phthalate ester of coconut oil 
fatty adds. 

a - {p- (1,1.3.3-Tct ramet hy lbuty 1) phenyl | - 
o mega - hydroxypoly (oxy ethylene) produced 
by the condensation or 1 mole of p-(l.l« 3 .:i- 
tctramethvlbutyl) phenol with an average of 
4-14 or 30-70 mole* of ethylene oxide; if * 
blend of products la used, the average num¬ 
ber of mole* of ethylene oxide reacted to*pro¬ 
duce any product that la a component of the 
blend shall be In the range of 4-14 or 30-70 
«- 1P- < 1.1,3,3-Tetramethylbutyl) phenyl | - 
om egs-h ydroxypol v < oxyethylene) produr< d 

by the condensation of X mole of p-(l,1.3.3- 
tetramethy 1 butyl) phenol with 1 mol*‘ o! 
ethylene oxide. 

Sodium acrylate and acrylamide copoly¬ 
mer w'Uh a minimum average molecular 
weight of 1 0,000,000 In which 30 percent of 
the polymer is comprised of acrylate unit 
and 70 percent acrylamide unlta, for use a 
a drift control agent in herbicide formula¬ 
tion* applied to crops at a level not to exceed 
0.5 ounce* of the additive per acre. 

§ 1/2.712 Dimriliil diullol am mm uijui 

• tilnricir. 

Dimethyl dialkyl ammonium chloride 
may be safely used in food In accordance 
with the following prescribed conditions 
(ai 'Hie food additive is produced.by 
ammonolysi* of natural tallow fatty 
acids to form amines that arc subse¬ 
quently reacted with methyl chloride to 
form the quaternary ammonium com- 
lKjunds consisting primarily of dimethyl 
dioctadccyl ammonium chloride and di¬ 
methyl dihexadecyi ammonium chlonde 
The additive may contain residues of 
isopropyl alcohol not in excess of 18 per¬ 
cent by weight when used as a processing 
solvent. 

<bi The food additive contains not 
more than a total of 2 percent by weight 
of free amine and amine hydrochloride 
<c* The food additive is used as a de¬ 
colorizing agent in the clarification of 
refinery sugar liquors. It is added only 
at the defecation/clarification stage of 
sugar liquor refining in an amount not 
to exceed 700 parts per million by weight 
of sugar solids. 

<d* To assure safe use of the additive, 
the label and labeling of the additive 
shall bear, in addition to other infor¬ 
mation required by the act. adequate 
directions to assure use in compliance 
with paragraph <c> of this section 

§ 172.713 (jilriuru lijrnoiulfunalr. 

Calcium llgnosulfonate may be safely 
used in or on food, subject to the provi¬ 
sions of this section. 

<a» Calcium Ugnosulfonate consists of 
sulfonated lignin, primarily as calcium 
and sodium salts. 

(b J It Is used In an amount not to ex¬ 
ceed that reasonably required to accom¬ 
plish the intended physical or technical 
effect when added as a dispersing agent 
and stabilizer in pesticides for preharvest 
or postharvest application to bananas. 

§ 172.720 (.dictum lartobionatc. 

Tiie food additive calcium iactobionate 
may be safely used in food in accordance 
with the following prescribed condition*: 

ia> The food additive is the calcium 
salt of lactobionic acid (4-(/f. D-galac- 
tosido> -D-gluconlc acid) produced by 
the oxidation of lactose. 


KDMAl REGISTER VOl 42, NO. 30 - TUESDAY, MARCH 15, 1977 





RULES AND REGULATIONS 


11509 


(b) It Is used or Intended for use as 
a firming agent in dry pudding mixes at 
a level not greater than that required to 
accomplish the intended effect. 

§ 171725 Kibbrrcllic arid nnd it* po- 

ta*»ium salt. 

The food additives gibberellic acid and 
its potassium salt may be used in the 
malting of barley in accordance with the 
following prescribed conditions: 

(a> The additives meet the following 
specifications: 

11) The gibberellic acid is produced by 
deep-culture fermentation of a suitable 
nutrient medium by a strain of Fusarium 
rnoniliforme or a selection of this culture. 

(2> The gibberellic acid produced Is of 
80 percent purity or better. 

<3> The empirical formula of gibber el¬ 
ite acid is represented by 
(4> Potassium gibberellate is the po¬ 
tassium salt of the specified gibberellic 
aeKL 

<$> The potassium gibberellate is of 80 
jK-rcent purity or better. 

<6> The gibberellic acid or potassium 
ribberellatc may be diluted with sub¬ 
stances generally recognized as safe in 
foods or with salts of fatty acids con¬ 
forming to 9 172.863. 

(b) They* are used or intended for use 
in the malting of barley under condi¬ 
tions whereby the amount of either or 
both additives present In the malt is not 
in excess of 2 parts per million expressed 
as Gibberellic acid, and the treated malt 
Is to be used In the production of fer¬ 
mented malt beverages or distilled spirits 
only, whereby the finished distilled 
spirits contain none and the finished 
malt beverage contains not more than 
0 5 part per million of gibberellic acid. 

•c) To insure the safe use of the food 
additives the label of the package shall 
bear, in addition to the other informa¬ 
tion required by the act: 

(1> The name of the additive, “gib- 
berelllc acid’* or ‘ potassium gibberellate'*, 
w hichever is appropriate 
<2) An accurate statement of the con¬ 
centration of the additive contained in 
the package. 

<3) Adequate use directions to provide 
not more than 2 parts per million of 
gibberellic acid in the finished malt. 

( 4> Adequate labeling directions to 
provide that the final malt is properly 
labeled as described in paragraph (d> of 
this section. 

< d» To insure the safe use of the addi¬ 
tive the label of the treated malt shall 
bear, in addition to the other informn- 
lion required by the act. the statements: 
ill “Contains not more than 2 parts 

per million-the blank being 

filled In with the words “gibberellic acid*' 
or “potassium gibberellate", whichever 
i* appropriate; and 

*2> * Brewer* malt—To be used in 
live production of fermented malt bev¬ 
erages only“ or '“Distiller* malt—To be 
uaed in the production of distilled spirits 
only”, whichever is appropriate. 

§ 172.730 hronuilc. 

The food additive potassium bromate 
may be safely used in the malting of bar¬ 


ley under the following prescribed con¬ 
ditions: 

(a) (1) It Is used or Intended for use 
In the malting of barley under conditions 
whereby the amount of the additive 
present In the malt from the treatment 
does not exceed 75 parts per million of 
bromate (calculated as Br>, and the 
treated malt is used only In the produc¬ 
tion of fermented malt beverages or dis¬ 
tilled spirits. 

<2; The total residue of Inorganic bro¬ 
mides in fermented malt beverage, re¬ 
sulting from the use of the treated malt 
plus additional residues of inorganic 
bromides that may be present from uses 
In accordance with other regulations in 
this chapter promulgated under sections 
408 and/or 400 of the act, does not ex¬ 
ceed 25 parts per million of bromide 
(calculated as Br). No tolerance Is estab¬ 
lished for bromide in distilled spirits be¬ 
cause there is evidence that inorganic 
bromides do not pass over in the distil¬ 
lation process. 

<b» To assure safe use of the additive, 
the label or labeling of the food additive 
shall bear, in addition to the other in¬ 
formation required by the act. the fol¬ 
lowing : 

< 1 ) The name of the additive. 

<2> Adequate directions for use 

<c> To assure safe use of the additive, 
the label or labeling of the treated malt 
shall bear. In addition to other infor¬ 
mation required by the act. the state¬ 
ment. “Brewer’s Malt—To be used in the 
production of fermented malt beverages 
only’*, or “Distiller's Malt—To be used in 
the production of distilled spirits only”, 
whichever is the case. 

§ 172.735 Glrrcfol r*lrr of vood nwn. 

Glycerol ester of wood rosin may be 
safely used in food In accordance with 
the following prescribed conditions: 

(a) It has an add number of 3 to 9. 
a drop-softening point of 88° C-96* C; 
and a color of N or paler as determined 
in accordance with Official Naval Stores 
Standards of the United States. It is 
purified by countercurrent steam distil¬ 
lation. 

<b> It is used to adjust the density of 
citrus oils used in the preparation of 
beverages whereby the amount of the 
additive does not exceed 100 ports per 
million of the finished beverage. 

§ 172.755 Slroryl mnno^lvrrridd rll- 
rstlr. 

The food additive stearyl monoglyc- 
erklyl citrate may be safely used in 
rood in accordance with the following 
provisions: 

(a) The additive Is prepared by 
controlled chemical reaction of the 
following 

Reactant Limitations 

Citric acid____ 

Manoglyccrldes Prepared by the glycerol - 

of fatty aruu fate of edible fat* and 

oila or derived from 
fatty acids conforming 
with | 172.800 

Stearyl alcohol.. Derived from fAtty acids 
conforming with I 172 - 
860. or derived syn¬ 
thetically in conform¬ 
ity with | 172 894. 


<b> The additive stearyl monoglyc- 
eridyl citrate, produced as described 
under paragraph (a) of this section, 
meets the following specifications: 

Arid number.. 40 to 52. 

Total citric acid___15 to 18 percent. 

Saponification number_215-265. 

(ci The additive is used or intended 
for use as an emulsion stabilizer In or 
with shortenings containing emulsifiers. 

§ 172,765 SurriMrarin (atraroy! pro- 
pylcuc glycol hydrogen aurriitalr). 

The food additive succistearin 
(stearoyl propylene glycol hydrogen suc¬ 
cinate* may be safely used in food in ac¬ 
cordance with the following prescribed 
conditions: 

<a> The additive is the reaction prod¬ 
uct of succinic anhydride, fully hydro¬ 
genated vegetable oil (predominantly 
C. or C. fatty acid chain length), and 
propylene glycol. 

<b> The additive meets the following 
specifications: 

Acid number 60-150. 

Hydroxyl number 15 50. 

Succtuated ester content 45-75 percent. 

ic> The additive Is used or intended 
for use as an emulsifier in or with short¬ 
enings and edible oils intended for use 
in cakes, cake mixes, fillings, icings, pas¬ 
tries. and toppings, in accordance with 
good manufacturing practice. 

§ 172.770 Kiltylctie oxUlr pol> itM a r. 

The polymer of ethylene oxide may 
be safely used as a foam stabilizer in fer¬ 
mented malt beverages In accordance 
with the following conditions. 

(a) It is the polymer of ethylene 
oxide having a minimum viscosity of 
1,500 centipoises in a 1 percent aqueous 
solution at 25* C. 

<b> It is used at a level not to exceed 
300 parts per million by weight of the 
fermented malt beverage. 

<c> The label of the additive bears 
directions for use to insure compliance 
with paragraph (b) of this section. 

§ 172.775 MrlliAcnlir ariti-dh in» I l>r fi¬ 
re-nr copolymer. 

Mcthacrylic ocid-divinylbcuzenc co¬ 
polymer may be safely used in food in 
accordance with the following prescribed 
conditions: 

(a) The additive Is produced by the 
polymerization of methacrylic acid and 
divinylbenzene. The divlnylbenzene func¬ 
tions 06 a cross-linking agent and con¬ 
stitutes a minimum of 4 percent of the 
polymer. 

<b> Aqueous extractives from the ad¬ 
ditive do not exceed 2 percent (dry basis; 
after 24 hours at 25* C. 

<c) The additive is used as a carrier 
of vitamin B in foods for special dietary 
use. 

Subpart 1—Multipurpose Additives 
§172.1102 Acetone peroxide*. 

The food additive acetone peroxides 
may be safely used in flour, and in bread 
and rolls where standards of Identity do 
not preclude its use, In accordance with 
the following prescribed conditions: 
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The additive is a mixture of mono¬ 
meric and linear dimeric acetone perox¬ 
ide, with minor proportions of higher 
polymers, manufactured by reaction of 
hydrogen peroxide and acetone. 

<b) The additive may be mixed with 
an edible carrier to give a concentration 
of: (1) 3 grams to 10 grains of hydrogen 
peroxide equivalent per 100 grams of 
the additive, plus carrier, for use in flour 
maturing and bleaching: or <2' approx¬ 
imately 0.75 gram of hydrogen peroxide 
equivalent per 100 grams of the additive, 
plus carrier, for use in dough condi¬ 
tioning. 

<c> It Is used or intended for use: <1> 
In maturing and bleaching of flour in a 
quantity not more than sufficient for 
such effect: and (2) as a dough-condi- 
tloning agent in bread and roll produc¬ 
tion at not to exceed the quantity of 
hydrogen peroxide equivalent necessary 
for the artificial maturing effect. 

id) To insure safe use of the additive, 
the label of the food additive container 
and any intermediate premix thereof 
shall bear, in addition to the other in¬ 
formation required by the act: 

tl) The name of the additive, "ace¬ 
tone peroxides". 

(2) The concentration of the additive 
expressed in hydrogen peroxide equiva¬ 
lents per 100 grains. 

1 3> Adequate use directions to provide 
a Anal product that complies with the 
limitations prescribed in paragraph (e> 
of this section. 

§ 172.HO t A^partamr. 

Tiic food additive aspartame may be 
safely used in food in accordance with 
good manufacturing practice as a 
sweetening agent or for an authorized 
technological purpose in foods for which 
standards of Identity established under 
section 401 of the act do not preclude 
such use under the following conditions: 
(a) Aspartame is the chemical 

1 -methyl N-L-a-aspartyl-L-phenylala- 
nine 

cb) The additive meets the following 
specifications: 

(1) Not less than 98.0 percent and not 
more than the equivalent of 102.0 percent 
C,*H kN.O (aspartame), calculated on the 
dried basis <4 hours at 105* C). ax < cter- 
mined by the following analytical 
method 

AppAurrn 

Tttration vessel Gift** beaker or fiaak. ISO 
mtUlttten. 

Buret. 60 milliliters with 0.1-mmillter 
gradations, equipped with tetrafituwoethyl- 
tne polymer stopcock- 
Aluminum foil. 

Optional equipment, Magnetic stirrer and 
tetrafluoroetbyleue polymer-coated magnetic 
her 

tllAOINTB 

Mffcturn metal 

Methyl alcohol Absolute, ACS reagent 
grade. 

Benzene. Anhydrous, A.C8 reagent grade 
Thymol blue [thymolsulfoneph th olein ). 
A.C.8. reagent grade. 

Ethyl alcohol. 95 percent 
Benzoic acid . A.C.8. reagent grade, of speci¬ 
fied purity dried at 00* C. 


N.N-Dimethylform amide. ACA reagent 

■ I.. > i. 

Lithium methoxide solution 04 norma); 
dissolve 600 milligrams of lithium metal in 
150 milliliters of absolute methyl alcohol 
and 850 mlUUlters of benzene. Filter the solu¬ 
tion If cloudy. 

Thymol blue solution. Dissolve 100 mUU- 
grmms of thymol blue In 100 milliliters of 95 
percent ethyl alcohol. Filter if necessary. 

PWliMWB 

General instructions. Perform In triplicate 
both the standardization of the lithium 
mctboalde solution and the titration of the 
sample. Perform one titration of the solvent 
blank, 1*., Af,.V-dlmcthylfocmamide Cover 
the titration vessel with aluminum foil while 
dissolving the sample* and throughout the 
titration to decrease carbon dioxide absorp¬ 
tion. 

Titration of solvent blank. Add 35 milli¬ 
liters of N,N-dLmethylfarmamUl© to the 
titration vessel. Add 5 drops of the thymol 
blue solution and titrate the mixture with 
lithium methoxide solution to an end point 
indicated by a color change from yellow to 
blue. 

Determination of normality of the lithium 
methoxide solution. Place a weighed sample 
of benzoic acid (approximately 80 milli¬ 
grams ) In the titration vessel, add 35 mUU- 
lltera of N,N-dtm©thylfannamkle and dissolve 
the sample. Add 6 drops of thymol blue solu¬ 
tion to the dissolved sample and titrate with 
the lithium methoxide solution to an end 
point Indicated by a color change from yellow 
to blue. 

Titration of the aspartame sample Place a 
weighed sample of aspartame I approximately 
150 milligrams dried at 105- C for 4 hours 
and stored In a desiccator) in the titration 
vessel, add 35 milliliter* of N^-dlmethyl- 
formamide and dissolve the sample. Add 5 
drops of thymol blue solution to the dis¬ 
solved sample and titrate with the lithium 
methoxide solution to an end point indicated 
by a color change from yellow to blue 

Calculations 

V_ J _ 

1 u 2 . 11 > «*- n, 

IVr. eat ,i«| .ntJiiutf in mmpfo - 

t m J) cA-tt). <AQ xwr 


normality cl tl* IMlmm s ,* UtSiM* 

BOlutMMt. 

8>-Milliliters •«! lithium method'!* * hitlo* nr'imrcd to 
Utrtuo th* betuou? add* 

A -MlUihum of lithium uwthasM* mhilmit rrquked 
to titrain the cepartam* samiik. 

B - Mil!lilt*m of lithium IMUttMl Wihill* f#»r»»!Tr«l 
to titrate Uw solvcut blsub. 

J - Milligrams of hsnsole arid riandflftt. 

K -Milligrams of s«|nrtauM sample. 

t2) Specific rotation f«l ~ , shall be 

between + 12.5* and +17J5*, calculated 
on the dried basis (4 hours at 105* C) 
in accordance with the test lor optical 
rotation described in the "Food Chemi¬ 
cals Codex/' 2nd Ed. (1972),“ page 939 
Weigh accurately about 4 grams of 
sample and dissolve It in sufficient 15.V 
formic acid to make exactly 100 milli¬ 
liters of solution, and complete the de¬ 
termination of the rotation in a 100- 
millimeter tube within 30 minutes after 
preparing the solution. 

<3> 5-Bcnzyl-3,6-dk>xo-2-pipcraaine- 
acetic acid <diketopipemzlne> not to ex- 


11 Copies may be obtained from: live Na¬ 
tional Academy of Science*, 2101 Constitu¬ 
tion Av© NW. Washington. D C 20037 


ceed 2.0 percent as determined by th* 
following analytical method : 

ArvAtATtn 

Gas chromatograph. With hydtogcu flame 
ionization detector and designed for handliiv/ 
glam columns with ou-column inject!' n 
(Micro-Tck 220 or equivalent). Chromuto- 
graph conditions should be optimized to ob¬ 
tain maximum resolution for the specie* 
instrument used. To preclude buildup «.i 
sllloon oxide, (clean the detector with acetone* 
frequently. Approximate opera ft tip, com)! 
tlons are; 

Column temperature: 200* C 

Detector temperature: 275* C 

Inlet temperature: 200* O. 

Carrier gas (helium) flow rate 75 mm 
liters per minute. 

Hydrogen and air flow to burner : Optima* 
to give maximum sensitivity. 

Sample size: 3 mlcrolltcrn 

Elution time: 7-9 minutes. 

Recorder: 1 millivolt full scale ifor tl.. 
Mlcro-Tek 220, the attenuation is 10\l0) 

Chromatograph column: 6 feet x 4 milli¬ 
meters ID. glass column pocked with OV l 
on 80-100 mesh Supelcoport (8upelco. In. 
or equivalent). Condition the column over¬ 
night at 250* C before readjustment and 
equilibration to the operation condition •. 

Oven. Capable of maintaining 80 • 1 * C for 
30 minutes. 

Glass manifold. Suitable for y»vsporatm 
samples to dryness over steam bath: the ap¬ 
paratus may have an optional gas (Tow ovt-r 
the sample to enhance the rate of aolvcn* 
evaporation. 

Vials. 2-dram state with tetrafluorc*thyN‘;:« 
polymer-lined cap 

Rxacxnts 

N JS •Dimethylformamide. A.CJS reage t. 
grade. 

.V. O-Bts(trimethyUilyl) wetamtde 

SUylution reagent. Dilute by volume tbm 
parts N.O-bls (trtmethylsllyl) acetamldr wi'h 
two parts V.AT-dimothylformiimlti' 1 Prapan- 
fresh before use. 

Methyl alcohol. Anyhdrous. AC3 reagei. 
grade. 

S~Benzyl-3,6-dtozo-2-pipcratineacctie acut 
specifications: Purity, not less Utah 09 per¬ 
cent; minimum melting point, 243* ( 
specific rotation of a 1 percent solution i in 
acetic acid), between -9' and -If; total 
impurities determined by thin layer chrouin- 
tography, less than 0.6 percent, irnpurlth*- 
determined by gas chromatography, lens thiw 
1 percent for any single impurity A sample of 
tike reagent and test procedures for ftrifira- 
Uon of specifications may be obtained from 
Food Chemicals Codex, National Academy ot 
Sciences. 210! Constitution Ave.. NW Wo*n- 
tnifton. DC 20037 

PROCCOUSS 

Preparation of the standard PUu* 
weighed sample of 5 -benzyl -3. 8-dinso - 2 -pi¬ 
per azineace tic acid (25 milligrams) into • 
50-milliliter volumetric flask Add methyl 
cohol to dissolve the solid standard and «n- 
lute to volume. Dilute a lO-milllllter portion 
of the above solution to 50 milliliter* with 
methyl alcohol in another 60-roilHliter vol¬ 
umetric flask. Th© concentration of th 
atandard solution Is 0.1 milligram per milli¬ 
liter, Pipet 2 milliliters of the standard solu¬ 
tion into o 2-dram vial and evaporate th» 
solvent to dryuew. Add 1 milliliter of the 
ailylstlon reagent to the dried sample, cap 
the vial tightly, shake and place In au 80* 
O oven for 30 minutes. Remove from oven, 
shako vial 15 seconds and cool to room tem¬ 
perature. Inject 3 mlcroliters of this solu¬ 
tion Into the gas chromatograph and meas¬ 
ure the peak height The standard should he 
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injected either immediately before or after vial, cap tightly, shake and place In an 80* 
enrh Miniplc for proper quantification. C oven for 30 minute*. Remove from oven. 

preparation of the aspartame sample. Place tthake vial 15 second* and cool to room tem- 
a weighed sample of aspartame (approxl- perature. Inject 3 mlcrollters of this solution 
mntely 10 milligrams) Into a 2-dram rial. Into the gas chromatograph and measure the 
Add 1 mtlliUter of allylatlon reagept to the subject compound peak height. 


Cauvupos 

Milllfnat* ot .Vlr^nxjrl ^VdiuTO'.'-pQtmulneacetie arid 

l B "* SSW^xiw 

leak bright of nau«lord ’ample 

Purnml SberuylAtHbose-.' iWiantUMacrtir acid In 

_ uilliifmmi of «nhj«v» cianpo*n4 In 

* r, " n " np - H w*— X,Ml 


ic) The additive may be used as a 
s •, « ctener in tlie following foods: 

(1) Dry. free-flowing sugar substi¬ 
tutes for tabic use (not to include use in 
cooking) in package units not to ex¬ 
ceed the sweetening equivalent of 2 tea¬ 
spoonfuls of sugar. 

<2) Sugar substitute tablets for 

^cetening hot beverages, including cof¬ 
fee and tea. L-leuctoe may be used as a 
lubricant In the manufacture of such 
tablets at a level not to exceed 3.5 per¬ 
cent of the weight of the tablet. 

•3> Cold breakfasts cereals. 

( 4» Chewing gum. 

<5) Dry bases for: 
i) Beverages. 

< ii> Instant coffee and tea. 

(iii) Gelatins, puddings, and fillings. 

Uv> Dairy product analog toppings. 

<d> The additive may be used as a 
flavor enhancer in chewing gum. 

•e> To assure safe use of the additive. 
In addition to the other Information re¬ 
quired by the act: 

< 1 > The principal display panel of any 
Intermediate mix of the additive for 
manufacturing purposes shall bear a 
statement of the concentration of the 
additive contained therein; 

<2» The label of any food containing 
the additive shall bear, cither on the 
principal display panel or on the Infor¬ 
mation panel, the following statement: 
PHKNYLKETONURICS: CONTAINS 

PinsNYIALANINE 

The statement shall appear in the label¬ 
ing prominently and conspicuously as 
compared to other words, statements, de¬ 
signs or devices and in bold type and 
on clear contrasting background in order 
to render it likely to be read and under¬ 
stood by the ordinary Individual under 
customary conditions of purchase and 
use. 

<Z) When the additive is used in a 
• ugar substitute for table use. its label 
shall bear instructions not to use in cook¬ 
ing or baking. 

f If the food containing the additive 
purports to be or is represented for 
special dietary uses, it shall be labeled 
in compliance with Part 105 of this 

chapter. 

Kot*: 8cctlon 172804 (formerly 9 121 I2S8) 
«Uy«d in it* entirety at 40 FR 50007. 
Bee 5. 1075. 

1 1*2.806 Azodit arlxiuatnuir. 

/ 

The food additive azodicar bona midc 
rciay be safely used in food in accordance 
with the following prescribed conditions: 

fa) it Is used or intended for use: 


(1) As an aging and bleaching ingredi¬ 
ent in cereal flour in an amount not to 
exceed 2.05 grains per 100 pounds of flour 
(0.0045 percent: 45 parts per million). 

(2) As a dough conditioner in bread 
baking in a total amount not to exceed 
0.0045 percent «"45 ports per million) by 
weight of the flour used. Including any 
quantity of azodicarbonnmlde added to 
flour in accordance with paragraph 
(a M1 > of this section. 

<b> To assure safe use of the additive: 

(1) The label and labeling of the ad¬ 
ditive and any intermediate premix pre¬ 
pared therefrom shall bear. In addition 
to the other information required by the 
act, the following: 

(1) The name of the additive. 

<ii> A statement of the concentration 
or the strength of the additive In any 
intermediate premixes. 

(2) The label or labeling of the food 
additive shall also bear adequate direc¬ 
tions for use. 

§ 172.808 Copolymer coml«*n*alc< of 
rlliy Irnr ovi<lc and prop* true oxide. 

Copolymer condensates of. ethylene 
oxide and propylene oxide may be safely 
used in food under the following pre¬ 
scribed conditions: 

(a) The additive consists of one of the 
following: 

(1) «-Hydro - omega - hydroxy - poly 
i oxyethylene) polyi oxypropylene > - <55- 
61 mol cs) poly (oxyethy lene > block co¬ 
polymer. having a molecular weight 
range of 9.760-13.200 and a cloud point 
above 100* C In 1 percent aqueous solu¬ 
tion. 

<2) a-Hydro - omega - hydroxy - poly 
(oxyethy lene ) poly < oxypropylene > - <53- 
59 moles) poly (oxy ethylene) (14 - 16 

moles) block copolymer, having a molec¬ 
ular weight range of 3.500-4.125 and 
a cloud point of 9’ C-12* C in 10 per¬ 
cent aqueous solution. 

(3) a-Hydro-omeaa-hydroxy-poly<ox¬ 
yethy lene > / poly (oxypropylene* (mini¬ 
mum 15 moles)/poly(oxyethylene) block 
copolymer, having a minimum average 
molecular weight of 1900 and a minimum 
cloud point of 9* C-12* C In 10 percent 
aqueous solution. 

(4) a-Hdyro-omega-hydroxy-poly (ox- 
y ethylene > poly < oxypropylene > - (51-57 
moles) polyioxyethylene) block copoly¬ 
mer, having an average molecular weight 
of 14.000 and a cloud point above 100* C 
in 1 percent aqueous solution. 

(b) The additive is used or intended 
for use as follows: 

(1) The additive Identified in para¬ 
graph (a)(D of this section is used In 


accordance with good manufacturing 
practice as a solubilizing and stabilizing 
agent in flavor concentrates (contain¬ 
ing authorized flavoring oils) for use in 
foods for which standards of identity 
established under section 401 of the act 
do not preclude such use, provided that 
the weight of the additive does not ex¬ 
ceed the weight of the flavoring oils in 
the flavor concentrate. 

<3) The additive identified in para¬ 
graph <a> <2> of this section is used as a 
processing aid and wetting agent in com¬ 
bination with dioctyl sodium sulfosuccl- 
nate for fu marie acid as prescribed in 
* 172.810 

13) The additive identified in para¬ 
graph <a> <3> of this section fa* used as a 
surfactant and defoaming agent, at levels 
not to exceed 0.05 percent by weight, in 
scald baths for poultry defeathering, fol¬ 
lowed by potable wnter rinse. The tem¬ 
peratures of the scald baths shall be not 
less than 125* F. 

(4) The additive identified in para¬ 
graph (a) <4) of this section Is used as a 
dough conditioner In yeast-leavened 
bakery products for which standards of 
identity established under section 401 of 
the act do not preclude such use. pro¬ 
vided that the amount of the additive 
dose not exceed 0.5 percent by weight of 
the flour used. 

§ 172.810 Diorl>l MMlitim Milf«>-u«ci- 
rtalr. 

The food additive dioctyl sodium sul- 
fosuccinAte which meets the specifica¬ 
tions of the Food Chemicals Codex may 
be safely used in food In accordance 
with the following prescribed conditions: 

(a) As a wetting agent in the follow¬ 
ing fumaric acid-acidulated foods: Dry 
gelatin dessert, dry beverage base, and 
fruit juice drinks, when standards of 
Identity do not preclude such use. The 
labeling of the dry gelatin dessert and 
dry beverage base shall bear adequate 
directions for use. and the additive shall 
be used in such an amount that the fin¬ 
ished gelatin dessert will contain not in 
excess of 15 parts per million of the addi¬ 
tive and the finished beverage or fruit 
Juice drink will contain not in excess of 
10 parts per million of the additive. 

(b) As a processing aid in sugar fac¬ 
tories in the production of unrefined 
cane sugar, in an amount not to excess 
of 0.5 part per million of the additive per 
percentage point of sucrose to the juice, 
syrup, or masseculte being processed, 
and so used that the final molasses will 
contain no more than 25 parts per mil¬ 
lion of the additive. 

(c> As a solubilizing agent on gums 
and hydrophilic colloids to be used to 
food as stabilizing and thickening agents, 
when standards of Identity do not pre¬ 
clude such use. The additive is used to 
an amount not to exceed 0.5 percent by 
weight of the gums or hydrophilic 
colloids. 

(d) As an emulsifying agent for cocoa 
fat in noncarbonated beverages contain¬ 
ing cocoa, whereby the amount of the 
additive does not exceed 25 parts per 
million of the finished beverage. 

<e) As a dispersing agent in “cocoa 
with dloctyl sodium sulfosuccinate for 
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manufacturing" that conform* to the 
provisions of § 163.117 of thi* chapter 
and the use limitations prescribed in 
1 172.520. in an amount not to exceed 
0.4 percent by weight thereof. 

<f) As a processing aid and wetting 
agent in combination with «-hydro - 
omega -hydroxy - poly<oxyethylene>poly- 
*oxypropylene) (53-59 moles) polyoxy¬ 
ethylene Ml 4-16 moles) block copolymer, 
having a molecular weight range of 
3,500-4,125 and a cloud point of 9 C C-12 
C in 10 percent aqueous solution, for 
fumarlc acid used In fumaric acid-acid¬ 
ulated dry beverage base and in fumaric 
acid-acidulated fruit Juice drinks, when 
standards of identity do not preclude 
such use. The labeling of the dry bever¬ 
age base shall bear adequate directions 
for use. and the additives shall be used 
in such ail amount that the finished 
beverage or fruit Juice drink will contain 
not in excess of a total of 10 parts per 
million of the dioctyl sodium sulfosuc- 
cinate-block copolymer combination. 

§ 172.812 Clyrlne. 

The food additive glycine may be 
safely used for technological purposes 
In food in accordance with the following 
prescribed conditions: 

<a) The additive complies with the 
specifications prescribed In “Food Chem¬ 
ical* Codex,” National Academy of Sci¬ 
ences/National Research Council (NAS/ 
NEC) 2d edition (1972)“ 

(b) The additive is used or intended 
for use aa follows ? ; 
u$e* 

A A a marking »K«:ut 
for the bitter 
of tort am* of sac¬ 
charin used In 
monu f act tired 
beverage* and 
beverage bases. 

Aa a stabilizer tn 
mono- and di- 
glyccrldc* pre¬ 
pared by the glyc- 
crotysia of edible 
fata or oils. 

<c) To a&sure safe use of the additive, 
in addition to the other information 
required by the act: 

(1) The labeling of the additive shall 
bear adequate directions for use of the 
additive in compliance with the provi¬ 
sions of this section. 

(2) The labeling of beverage bases 
containing the additive shall bear ade¬ 
quate directions for use to provide that 
beverages prepared therefrom shall 
contain no more than 0.2 percent glycine. 

$ 172.814 Hydroxy fated lecithin. 

The food additive hydroxylated leci¬ 
thin may be safely used as an emulsifier 
tn foods in accordance with the following 
conditions: 

i a) The additive is obtained by the 
treatment of lecithin in one of the fol¬ 
lowing ways, under controlled conditions 
whereby the separated fatty acid frac¬ 
tion of the resultant product has an 
acetyl value ol 30 lo 38 


M Copies may be obtained from Tbt Na¬ 
tional Academy of Science*, 2101 Couatltu- 
tlon Ave NW Washington DC 20037. 


<1) With hydrogen peroxide, benxoyl 
peroxide, lactic add. and sodium 
hydroxide. 

<2> With hydrogen peroxide acetic 
add. and sodium hydroxide. 

<b) It is used or intended for use, in 
accordance with good manufacturing 
practice, as an emulsifier in foods, except 
for those standardized foods that do not 
provide for such use. 

(c> To assure safe use of the additive, 
the label of the food additive container 
shall bear, in addition to the other 
information required by the act: 

(1) The name of the additive, "hy¬ 
droxylated lecithin". 

(2) Adequate directions for its use 

§ 172.816 Mrthyl gluro-ide-coconut oil 

«»lrr. 

Methyl glucoside-coconut oil ester may 
be safely used in food In accordance with 
the following conditions: 

(a) It is the methyl glucoskie-cocomu 
oil ester having the following specifica¬ 
tions: 

Acid number_ 10 20. 

Hydroxyl number....- 200-300 

pH (5% aqueous)_..... 4 8 60 

Saponification number--- 178-100 

• b) It is used or intended for use as 
follows: 

(1) As an aid in crystallization of su¬ 
crose and dextrose at a level not to ex¬ 
ceed the minimum quantity required to 
produce Its intended effect. 

(2) As a surfactant in molasses at a 
level not to exceed 320 parts per million 
in the molasses. 

§ 172.818 0\v*lrartii. 

The food additive oxy&tearin may be 
safely used In foods, when such use is 
not precluded by standards of identity 
In accordance with the following condi¬ 
tions. 

(a) The additive is a mixture of the 
glycerides of partially oxidized stearic 
and other fatty acids obtained by heat¬ 
ing hydrogenated cottonseed or soybean 
oil under controlled conditions. In the 
presence of air and a suitable catalyst 
which is not a food additive as so defined. 
The resultant product meets the follow¬ 
ing specifications: 

Acid number__ Maximum 15. 

Iodine number-.... Maximum 15. 

Saponification number,-. 226-240. 

Hydroxyl number. ...- 30 46. 

Un*aponlflab)c material_ Maximum 0 8 

percent 

Refractive Index <butyro).. 60^:1 at 48* 

C. 

ib» It is used or intended for use as a 
crystallization inhibitor in vegetable oils 
and as a release agent in vegetable oils 
and vegetable shortenings, whereby the 
additive does not exceed 0.125 percent 
of the combined weight of the oil or 
shortening. 

<c) To insure safe use of the additive, 
the label and labeling of the additive 
container shall bear, in addition to the 
other information required by the act: 

(1) The name of the additive. 

<2> Adequate directions to provide an 
oil or shortening that complies with the 
limitations prescribed In paragraph <b> 
of tills section. 


Limitation! 

Not to exceed 0.2 per¬ 
cent in the finished 
beverage 


Not to exceed 0.02 
percent of the 
mono- and dlglyc- 
erkkw 


§ 172.820 Polyethylene glycol (m«.n 
molecular * eight 200—0,500). 

Polyethylene glycol Identified In tht 
section may be safely used in food in 
accordance with the following prescribe 
conditions: 

<a) Identity . (I) The additive is an 
addition polymer of ethylene oxide and 
water with a mean molecular weight of 
200 to 9,500. 

(2) It contains no more than 0.2 pa¬ 
rent total by weight of ethylene and dl- 
ethylene glycols when tested by the ana¬ 
lytical methods prescribed in paragraph 
<b) of this section. 

<b) Analytical method, cl) The ana¬ 
lytical method prescribed in the U.8P 
XVn for polyethylene glycol 400 shall lx 
used to determine the total ethylene and 
di ethylene glycol content of polyethylene 
glycols having mean molecular weight* 
of 450 or higher. 

(2) The following analytical ineth<*i 
shall be used to determine the total eth¬ 
ylene and dlethylcne glycol content ol 
polyethylene glycols having mean mole, 
ular weights below 450, 

Analytical Mm hoc 

UIITLKHK GLYCOL A WO DUCTHYIJLNl ttLYCUl 
COWTXNT or rOLYBTff YLKNE GLYCOLS 

The analytical method for determine r 
ethylene given] and diethylene glycol i» **- 
follows: 

.\PPARATUS 

Oa* chromatograph with hydrogen flan* 
Ionization devector (Varlan Aerograph 600 
D or equivalent). The following condition* 
"hall be employed with the Varlan Aerograph 
soo D gas chromatograph: 

Column temperature: 106* C 

Inlet temperature: 260* C. 

Carrier gaa (nitrogen) flow rate: 70 millili¬ 
ter* per minute. 

Hydrogen and air How to burner Optlmlw 
to give maximum sensitivity. 

Sample Aize: 2 ralcrolltcrs 

Elution time: Ethylene glycol 2 0 minute* 
Dlethylcne glycol: 6 6 minutes. 

Recorder: -0.5 to +1.05 millivolt, full 
span. 1 second full response time. 

Syringe: 10-mlcroUter (Hamilton 710 N «>r 
equivalent). 

Chromatograph column: 5 feet x tneb 
ID. atalnlem steel tube packed with florbttel 
(Matbleaon-Coleman-Bcll 2788 Sorbitol 
8X860. or equivalent) 12 percent In H,0 by 
weight on 60-80 mesh nonacid washed dla- 
tomaceou* earth (Chromoeorb W John«- 
Manvllle. or equivalent) 

RKAGttNTS AND MATERIALS 

Carrier gas, nitrogen: Commerc ial grade in 
cylinder equipped with reducing regulator u» 
provide 50 P-sJg. to the gaa chromatograph 

Ethylene glycol: Commercial grade Purify 
If necessary. by dtsUilstlou. * 

Diethylene glycol: Commercial grad* » - 
rlfy. If necewiary. by distillation. 

Glycol standards: Prepare chroma u*- 
raphtc standards by dissolving known 
amounts of ethylene glycol and dlethylcne 
glycol in water. Suitable concentration** for 
standardization range from 1 to 6 mlln- 
grama of each component per milliliter (for 
example 10 milligrams diluted to volume tn 
a 10-millillter volumetric flask is equivalent 
to 1 milligram per milliliter). 

ST A NDARDIZA TION 

Inject a 3 -mlcroliter aliquot of the glycol 
standard Into the gas chromatograph em¬ 
ploying the oondltlom* described above. Meas¬ 
ure the net peak heights for the ethylene frv 
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.1 mid for the dlethylene glycol. Record the 
values ae follow*: 

A - Peak height In millimeters of the 

ethylene glycol peak. 

B milligrams of ethylene glycol per mil- 
inner of standard .solution. 

C~Pcak height In millimeters of the di¬ 
ethylene glycol peak. 

D -Milligram* of dlethylene glycol per mil¬ 
liliter of standard .solution. 


PROCEDURE 

Weigh approximately 4 grams of poly¬ 
ethylene glycol sample accurately Into a 10- 
mUllllter volumetric flask. Dilute to volume 
with water. Mix the solution thoroughly and 
inject a 2-microllter aliquot Into the gas 
chromatograph. Measure the heights. In 
millimeters, of the ethylene glycol peak and 
of the dlethylene glycol peak arid record as 
E and F. respectively. 


^’ A X ^ 

Fcremi <U*.h»Wn. UrcoJ- ^~ m . 


<c) Uses . It may bo used, except in 
milk or preparations intended for addi¬ 
tion to milk, as follows: 

< 1 1 As a coating, binder, plasticizing 
agent, and/or lubricant In tablets used 
for food. 

*2> As an adjuvant to Improve flavor 
and as a bodying agent In nonnutritive 
vAcetoners identified in $ 180.37 of this 
chapter. 

«3) As an adjuvant in dispersing vita¬ 
min and/or mineral preparations. 

< 4) As a coating on sodium nitrite to 
inhibit hygroscopic properties. 

• d> Limitations. (I) It is used in an 
amount not greater than that required to 
produce the intended physical or techni¬ 
cal effect. 

<2) A tolerance of zero is established 
for residues of polyethylene glycol in 

milk. 


§172.822 Sodium lauryl mi I fair. 

The food additive sodium lauryl sul¬ 
fate may be safely used In food in ac¬ 
cordance with the following conditions: 

<a> The additive meets the following 
specifications: 

*1) It is a mixture of sodium alkyl 
sulfates consisting chiefly of sodium 
lauryl sulfate lCH t <CH,>„CH:OSCXNa). 

*2) It has a minimum content of 90 
percent sodium alkyl sulfates. 

<b> It is used or intended for use: 

«1» As an emulsifier in or with egg 
whites whereby the additive does not 
exceed the following limits: 

Egg white solids. 1.000 parts per million 

Frozen egg whites. 125 parts per million. 

Liquid egg whites. 125 parts per million. 


•2) As a whipping agent at a level not 
to exceed 0.5 percent by weight of gela¬ 
tine used in the preparation of marsh¬ 
mallows. 

< 3 > As a surfactant in: 

<i* Fumaric acid-acidulated dry bev¬ 
erage base whereby the additive does not 
exceed 25 parts per million of the finished 
beverage and such beverage base Is not 
lor use in a food for which a standard 
of identity established under section 401 
of the act precludes such use. 

<11) Fumaric acid-acidulated fruit 
Juice drinks whereby the additive does 
5J* exceed 25 parts per million of the 
finished fruit Juice drink and it is not 
»wed in a fruit juice drink for which a 
standard of identity established under 
^tlon 401 of the act preclude# such 
use. 


?,? kisure the safe use of the ad- 
the label of the food additive con¬ 


tainer shall bear, in addition to the other 
information required by the act: 

< 1 > The name of the additive, sodium 
lauryl sulfate. 

< 2) Adequate use directions to provide 
a final product that complies with the 
limitations prescribed in paragraph <b> 
of this section. 

§ 172.821 Sodium mono- mid dintriliyl 

n.iplitluilrm oulfotuitr*. 

The food additive sodium mono- and 
dimethyl naphthalene sulfonates may be 
safely used in accordance with the fol¬ 
lowing prescribed conditions: 

(a) The additive has a molecular 
weight range of 245-280. 

Cb) The additive U used or Intended 
for use: 

(1) In the crystallization of sodium 
carbonate in an amount not to exceed 
250 parts per million of the sodium car¬ 
bonate. Such sodium carbonate is used 
or Intended for use in potable water sys¬ 
tems to reduce hardness and aid in sedi¬ 
mentation and coagulation by raising 
the pH for the efficient utilization of 
other coagulation materials. 

<2► As an anticaking agent in sodium 
nitrite at a level not in excess of 0.1 per¬ 
cent by weight thereof for authorized 
uses In cured fish and meat. 

<3) In the washing or to assist in the 
lye peeling of fruits and vegetables as 
prescribed in 1173.315 of this chapter. 

r c) In addition to the general labeling 
requirements of the act: 

(1) Sodium carbonate produced in ac¬ 
cordance with paragraph <b)<l> of this 
section shall be labeled to show the pres¬ 
ence of the additive and its label or 
labeling shall bear adequate directions 
for use. 

1 2 * Sodium nitrite produced in ac¬ 
cordance with paragraph (b)(2) of this 
section shall bear the labeling required 
by $ 172.175 and a statement declaring 
the presence of sodium mono- and di¬ 
methyl naphthalene sulfonates. 

§ 172.826 Sodium alearyl funuarale. 

Sodium stearyl fumarate may be safely 
used in food in accordance with the 
following conditions: 

• a> It contains not less than 99 per¬ 
cent sodium stearyl fumarate calculated 
on the anhydrous basts, and not more 
than 0.25 percent sodium stearyl maleate. 

<b) The additive is used or intended 
for use: 

(1) As a dough conditioner in yeast- 
leavened bakery products in an amount 


not to exceed 0.5 percent by weight of 
the flour used. 

<2) As a conditioning agent in dehy¬ 
drated potatoes in an amount not to ex¬ 
ceed 1 percent by weight thereof. 

43) As a stabilizing agent in non- 
yeast-leavened bakery products in an 
amount not to exceed 1 percent by weight 
of the flour used. 

<4 1 As a conditioning agent in proc¬ 
essed cereals for cooking in an amount 
not to exceed 1 percent by weight of the 
dry cereal, except for foods for which 
standards of identity preclude such use. 

(5) As a conditioning agent in starch- 
thickenied or flour-thickened foods in an 
amount not to exceed 0.2 percent by 
weight of the food. 

§ 172.828 Xrrlvliitrtl nionoglvcrridr*. 

The food additive acetylated monoglyc¬ 
erides may be safely used in or on food 
in accordance with the following pre¬ 
scribed conditions: 

The additive is manufactured by: 

(1) The interesterifleation of edible 
fats witli triacetin and in the presence of 
catalytic agents that are not food addi¬ 
tives or are authorized by regulation, 
followed by a molecular distillation or 
by steam stripping; or 

(2) The direct acetylation of edible 
monoglycerides with acetic anhydride 
without the use of catalyst or molecular 
distillation, and 'with the removal by 
vacuum distillation, if necessary, of the 
acetic acid, acetic anhydride, and tri¬ 
acetin. 

(b> The food additive has a Reichert - 
Meissl value of 75-150 and an acid value 
of less than 6. 

<c> The food additive Is used at a level 
not in excess of the amount reasonably 
required to produce its intended effect 
in food, or in food-processing, food¬ 
packing. or food-storage equipment. 

§ 1 i 2.830 SurrStiylaitrd monogjvrrrtdca. 

The food additive succinylated mono- 
glycerides may be safely used in food in 
accordance with the following prescribed 
conditions: 

(a) The additive is a mixture of semi- 
and neutral succinic acid esters of mono- 
and diglycerides produced by the suc- 
clnylation of a product obtained by the 
glycerolysis of edible fats and oils, or by 
the direct esterification of glycerol with 
edible fat-forming fatty acids. 

<b) The additive meets the following 
specifications: 

Succinic acid content. 14.8';.-25 6% 

Melting point.. 50 ' C 60 * C 

Arid number...,_ 70-120. 

<c> The additive is used or Intended 
for use in the following foods: 

(1) As an emulsifier in liquid and plas¬ 
tic shortenings at a level not to exceed 
3 percent by weight of the shortening. 

(2) As a dough conditioner in bread 
baking, when such use Is permitted by an 
appropriate food standard, at a level not 
to exceed 0.5 percent by weight of the 
flour used. 

§ 172.832 Monoglyreriilr rt Irate. 

A food additive that is a mixture of 
glyceryl monooleate and its citric acid 
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monoester manufactured by the reaction 
of glyceryl monooleate with citric acid 
under controlled conditions may be 
safely used as a synergist and solubilizer 
for antioxidants In oils and fats, when 
used in accordance with the conditions 
prescribed in this section. 

»a) The food additive meets the fol¬ 
lowing specifications: 

Acid number, 70-100. 

Total citric acid (free and combined), 14 
percent-17 percent. 

<b> It is used, or intended for use, in 
antioxidant formulations for addition to 
oils and fats whereby the odditive does 
not exceed 200 parts per million of the 
combined weight of the oil or fat and 
the additive. 

<c> To assure safe use of the additive: 

(1) The container label shall bear, in 
addition to the other information re¬ 
quired by the act. the name of the 
additive. 

(2) The label or accompanying label¬ 
ing shall bear adequate directions for 
the use of the additive which, if followed, 
will result in a food that complies with 
the requirements of this section. 

§ 172.83-1 Ellioxrlntrd mono- and di* 
glyceride*. 

The food additive ethoxy la ted mono- 
and diglycerides (polyoxyethylene <20> 
mono- and diglycerides of fatty acids) 

< polyglycerate 60 > [ Chemical Abstracts 
Sendee Registry No. 977051-30-11 may 
be safely used in food in accordance with 
the following prescribed conditions: 

<a> The food additive is manufactured 
by: 

<1> Glycerolysis of edible fats pri¬ 
marily composed of stearic, palmitic, and 
myristlc acids: or 

(2) Direct esterification of glycerol 
with a mixture of primarily stearic, 
palmitic, and myristlc acids; 


V*e 

4 As an emulalfler in 

icing* and Icing 
mixes. 

5 As an cnmixiOer in 

frown doMrrU. 


6 As an emulsifier in 
edible vegetable 
fat-water emul¬ 
sions Intended 
for uae as substi¬ 
tute* for milk or 
cream in bever¬ 
age coffee. 


Limitations 

Not to exceed 0.5 
percent by weight 
of the finished 
Icings. 

Not to exceed 0.2 
percent by weight 
of the finished 
frozen desserts. 

Not to exceed 0.4 
percent by weight 
of the finished 
vegetable fat-wa¬ 
ter emulsions. 


cd* When the name “polyglycerate 
60“ Is used In labeling it shall be followed 
by either “polyoxyethylene (20) mono- 
and diglycerides of fatty acids” or “eth- 
oxylated mono- and diglycerides*’ in pa¬ 
rentheses. 


g 172.83b Polysorbatr f»0. 

The food additive polysorbate 60 
(polyoxyethylene (20) sorbltan mono¬ 
stearate* which is a mixture of polyoxy¬ 
ethylene ethers of mixed partial stearic 
and palmitic acid esters of sorbitol an¬ 
hydrides and related compounds, may be 
safely* used in food in accordance with 
the following prescribed conditions: 

-a) The food additive is manufactured 
by reacting stearic acid (usually con¬ 
taining associated fatty acids, chiefly 
palmitic) with sorbitol to yield a product 
with a maximum acid number of 10 and 
a maximum water content of 0.2 percent, 
which is then reacted with ethylene 
oxide. 

(b) The food additive meets the fol¬ 
lowing specifications: 

Saponification number 45-55 

Add number 0-2. 

Hydroxyl number 81-00. 

Oxycthyiene content 65 percent-60 5 per¬ 
cent. 


to yield a product with less than 0.3 acid 
number and less than 0.2 percent water, 
which is then reacted with ethylene 
oxide. 

tb> The additive meets the following 
specifications: 

Saponification number. 05-75. 

Acid number. 0-2. 

Hydroxyl number, 65-60. 

Oxyethyleoe content, 60.5-66.0 percent. 

<c> The additive is used or Intended 
for use In the following foods when 
standards of identity established under 
section 401 of the act do not preclude 
such use: 


Vtc 

1. As a dough condi¬ 
tioner in yeaat- 
leavened bakery 
products. 

2 As an emulsifier in 
cakes and cake 
mixes. 

5 Aw an emulsifier in 
whipped vegeta¬ 
ble oil toppings 
and topping 
mixes. 


Limitation* 

Not to exoeed 0.5 
percent by weight 
of the flour used. 


Not to exceed 05 
percent by weight 
of the dry Ingredi¬ 
ent*. 

Not to exceed 0 45 
percent by weight 
of the finished 
whipped vegetable 
oil topping? 


<c> ir is used or intended for use as 
follows: 

<1) As an emulsifier in whipped vege¬ 
table oil topping with or without one or 
a combination of the following: 

<i) Sorbltan monostearate: 

<il> Polysorbate 65; 

(ill) Polysorbate 80: 

whereby the maximum amount of the 
additive or additives used docs not ex¬ 
ceed 0.4 percent of the weight or the 
finished whipped vegetable oil topping: 
except that a combination of the addi¬ 
tive with sorbitan monostearate may be 
used in excess of 0.4 percent, provided 
that the amount of the additive does not 
exceed 0.77 percent and the amount of 
sorbltan monostearatc docs not exceed 
0.27 percent of the weight of the finished 
whipped vegetable oil topping. 

(2) As on emulsifier in cakes and cake 
mixes, with or without one or a com¬ 
bination of the following: 

♦ U Polysorbate 65. 

• U > Sorbitan monosteam te. 

When used alone, the maximum amount 
of polysorbate 60 shall not exceed 0.46 
percent of the cake or cake mix, on a 
dry-weight basis. When used with poly¬ 


sorbate 65 and or sorbitan monos tea; ate. 
it shall not exceed 0.46 percent, nor shail 

polysorbate 65 exceed 0.32 percent 
or the sorbitan monostearate exceed 0.61 
percent, and no combination of these 
emulsifiers shall exceed 0.66 percent of 
the cake or cake mix, all calculated on a 
dry-weight basis. 

1 3) As an emulsifier, alone or in com¬ 
bination with sorbltan m on oe tea rate, in 
nonstandardized confectionery coatings 
and standardized cacao products speci¬ 
fied in H 163.123. 163.130. 163.135, 

163.140, 163.145, and 163.150 of this chap¬ 
ter. as follows: 

ti) It is used alone In an amount not 
to exceed 0.5 percent of the weight of 
the finished nonstandardized confection¬ 
ery coating or standardized cacao prod¬ 
uct. 

(11) It is used with sorbitan mono- 
stearate in any combination of up to 0.5 
percent of polysorbate 60 and up to l 
percent of sorbitan monostearatc Pro¬ 
tected, That the total combination doe* 
not exceed l percent of the weight of the 
finished nonstandardized confectionery 
coating or standardized cacao produ- t. 

(4) fReserved) 

(5) As an emulsifier in cake Icings and 
cake fillings, with or without one or a 
combination of the following: 

(!) Polysorbate 65. 

(11) Sorbitan monostearate. 

When used alone, the maximum amount 
of polysorbate 60 shall not exceed 0 46 
percent of the weight of the cake icing- 
and cake fillings. When used with poly¬ 
sorbate 65 and/ or sorbitan monosteartue 
it shall not exceed 0.46 percent, nor shall 
the polysorbate 65 exceed 0.32 percent or 
the sorbitan monostearatc exceed 0.7 
percent, and no combination of these 
emulsifiers shall exceed 1 percent of the 
weight of the cake icing or cake filling 

(6) To impart greater opacity to 
sugar-type confection coatings Whereby 
the maximum amount of the additive 
does not exceed 0 2 percent of the weight 
of the finished sugar cooling. 

<7) As an emulsifier in nonstandurd- 
ized dressings whereby the maximum 
amount of the additive does not exceed 
0.3 percent of the weight of the finished 
dressings. 

<8* As an emulsifier, alone or in com¬ 
bination with polysorbate 80. In shorten¬ 
ings and edible oils intended for use in 
nonsUmdardlxed baked goods, baking 
mixes, icings, fillings, and toppings and 
in the frying of foods, as follows: 

(i) It is used alone In an amount not 
to exceed 1 percent of the weight or 
the finished shortening or oil. 

(li> It Is used with polysorbate 80 in 
any combination providing no more than 
1 percent of polysorbate 60 and no more 
than 1 percent of polysorbate 80, pro¬ 
vided that the total combination doe* 
not exceed 1 percent of the finished^ 
shortening or 

till* The 1- 
in paragraph ■ 

section may be exceeded In premix con¬ 
centrates of shortening or edible oil u 
the labeling complies with the require¬ 
ments of paragraph <d> of this section. 


percent limitation specified 
<0(8) (D and <il> of this 
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<9> As an emulsifier in solid-state, 
edible vegetable fat-water emulsions in¬ 
tended for use as substitutes for milk 
ot cream in beverage coffee, with or with¬ 
out one or a combination of the follow¬ 
ing: 

< I * Polysorbate 65. 

'iD Sorbitan monostearate. 

The maximum amount of the additive 
or additives shall not exceed 0.4 percent 
by weight of the finished edible vegetable 
fat-water emulsion. 

(J0> As a foaming agent in nonalco¬ 
holic mixes, to be added to alcoholic 
beverages in the preparation of mixed 
alcoholic drinks, at a level not to exceed 
4-5 percent by weight of the nonalco¬ 
holic mix. 

< 11 > As a dough conditioner in yeast- 
leavened bakery products in an amount 
not to exceed 0.5 percent by weight of 
the flour used. 

02 > As an emulsifier, alone or in com¬ 
bination with sorbitan monostearate, in 
the minimum quantity required to ac¬ 
complish the intended effect* in formu¬ 
lations of white mineral oil conforming 
with 9 172.878 and/or petroleum wax 
conforming with i 172.886 for use as 
protective coatings on raw fruits and 
vegetables, 

<13 • As a dispersing agent in artifi¬ 
cially sweetened gelatin desserts and in 
artificially sweetened gelatin dessert 
mixes, whereby the amount of the addi¬ 
tive docs not exceed 0.5 percent on a dry- 
weight basis. 

(14) As an emulsifier in chocolate flav¬ 
ored syrups, whereby the maximum 
amount of the additive does not exceed 
0.05 percent in the finished product. 

(d > To assure safe use of the additive. 
In addition to the other information re¬ 
quired by the act: 

(1) The label of the additive and any 
intermediate premixes shall bear: 

(i> The name of the additive. 

<ii> A statement of the concentra¬ 
tion or strength of the additive in any 
intermediate premixes. 

(2) The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita¬ 
tions prescribed in paragraph (c > of this 
section. 

§ 172.838 PulvM>rbalr 6S, 

The food additive polysorbate 65 (poly¬ 
oxyethylene (20 f sorbitan tristearate>. 
which is a mixture of polyoxyethylene 
ethers of mixed stearic acid esters of sor¬ 
bitol anhydrides and related compounds, 
may be safely used in food in accord¬ 
ance with the following prescribed con¬ 
ditions: 

i a) The food additive is manufactured 
by reacting stearic acid (usually con¬ 
taining associated fatty acids, chiefly 
palmitic > with sorbitol to yield a prod¬ 
uct with a maximum acid number of 15 
and a maximum water content of 0.2 
percent, which is then reacted with 
ethylene oxide. 

<b) The food additive meets the fol¬ 
lowing specifications: 

SaponificMlon number 88 08 

Acid number 0-2. 

Hydroxyl number 44-60. 

Oxyethytene content 46 percent -50 percent. 
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(c) The additive is used, or intended 
for use. as follows: 

(1) As an emulsifier in ice cream, 
frozen custard, ice milk, fruit sherbet 
and nonstandardized frozen desserts 
when used alone or in combination with 
polysorbate 80. whereby the maximum 
amount of the additives, alone or in com¬ 
bination. does not exceed 0.1 percent of 
the finished frozen dessert. 

(2) As an emulsifier in cakes and cake 
mixes, with or without one or a combina¬ 
tion of the following: 

(!) Sorbitan monostearate. 

<U> Polysorbate 60. 

When used alone, the maximum amount 
of polysorbate 65 shall not exceed 0.32 
percent of the cake or cake mix, on a 
dry-weight basis. When used with sor¬ 
bitan monostearate and or polysorbate 
60. it shall not exceed 0.32 percent, nor 
shall the sorbitan monostearate exceed 
0.61 percent or the polysorbate 60 exceed 
0.46 percent, and no combination of these 
emubifiers shall exceed 0.66 percent of 
the cake or cake mix. all calculated on a 
dry-weight basis. 

(3) As an emulsifier in whipped vege¬ 
table oil topping with or without one or 
a combination of the following: 

<l> Sorbitan monostearate: 

<li> Polysorbate 60: 

whereby the maximum amount of the 
additive or additives used does not ex¬ 
ceed 0.4 percent of the weight of the 
finished whipped vegetable oil topping. 

(ill> Polysorbate 80; 

(4) As an emulsifier in solid-state, 
edible vegetable fat-water emulsions in¬ 
tended for use as substitutes for milk or 
cream in beverage coffee, with or with¬ 
out one or a combination of the follow¬ 
ing: 

tii Sorbitan monostearate. 

(ti> Polysorbate 60. 

The maximum amount of the additive 
or additives shall not exceed 0.4 percent 
by weight of the finished edible vegetable 
fat-water emulsion. 

(5) As an emulsifier in cake icings and 
cake fillings, with or without one or a 
combination of the following: 

(i) Sorbitan monostearate. 

Ui) Polysorbate 60. 

When used alone, the maximum amount 
of polysorbate 65 shall not exceed 0.32 
percent of the weight of the cake icing 
or cake filling. When used with sorbitan 
monostearate and/or polysorbate 60, it 
shall not exceed 0.32 percent, nor shall 
the sorbitan monos tear ate exceed 0.7 
percent or the polysorbate 60 exceed 0.46 
percent, and no combination of these 
emulsifiers shall exceed 1 percent of the 
weight of the cake Icing or cake filling. 

<d) To assure safe use of the additive, 
in addition to the other information 
required by the act: 

(1) The label of the additive and any 
intermediate premixes shall bear: 

<i> The name of the additive. 

Ui) A statement of the concentration 
or strength of the additive in any inter¬ 
mediate premixes. 

(2» The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limlta- 
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tions prescribed in paragraph (o of this 
section. 

§ 172.810 I'oI«*orbulc 80. 

The food additive polysorbate 80 'poly¬ 
oxyethylene <20 1 sorbitan monooleate), 
which is a mixture of polyoxyethylene 
ethers of mixed partial oleic acid esters 
of sorbitol anhydrides and related com¬ 
pounds. may be safely used in food in ac¬ 
cordance with the following prescribed 
conditions: 

(a i The food additive is manufactured 
by reacting oleic acid (usually containing 
associated fatty acids) with sorbitol to 
yield a product with a maximum acid 
number of 7.5 and a maximum water 
content of 0.5 percent, w r hich is then re¬ 
acted with ethylene oxide. 

<b> The food additive meets the fol¬ 
lowing specifications: 

Saponification number 45 55. 

Acid number 0-2. 

Hydroxyl number 65-80. 

Oxyetbylene content 65 percent-60 5 
percent. 

(c) The additive Is used or intended 
for use as follows: 

<1> An emulsifier in ice cream, frozen 
custard, ice milk, fruit sherbet, and non¬ 
standardized frozen desserts, when used 
alone or In combination with polysorbate 
65 whereby the maximum amount of the 
additives, alone or in combination, does 
not exceed 0.1 percent of the finished 
frozen dessert. 

(2) In yeast-defoamer formulations, 
whereby the maximum amount of the 
additive does not exceed 4 percent of 
the finished yeast defoamer and the 
maximum amount of the additive in the 
yeast from such use does not exceed 4 
ports per million 

(3) As a solubilizing and dispersing 
agent In pickles and pickle products, 
whereby the maximum amount of the 
additive does not exceed 500 parts per 
million. 

(4 1 As a solubilizing and dispersing 
agent in: 

(i) Vitamm-mlncral preparations con¬ 
taining calcium caseinate in the absence 
of fat-soluble vitamins, whereby the 
maximum intake of polysorbate 80 shall 
not exceed 175 milligrams from the rec¬ 
ommended daily dose of the prepara¬ 
tions. 

(Ui Fat-soluble vitamins in vitamin 
and vitamin-mineral preparations con¬ 
taining no calcium caseinate, whereby 
the maximum intake of polysorbate 80 
shall not exceed 300 milligrams from 
the recommended dally dose of the prep¬ 
arations. 

<ili» In vitamin-mineral preparations 
containing both calcium caseinate and 
fat-soluble vitamins, whereby the maxi¬ 
mum intake of polysorbate 80 shall not 
exceed 475 milligrams from the recom¬ 
mended dally dose of the preparations 

• 5» As a surfactant in the production 
of coarse crystal sodium chloride where¬ 
by the maximum amount of the additive 
in the finished sodium chloride does not 
exceed 10 parts per million. 

(6» In special dietary foods, as an 
emulMflcr for edible fats and oils, with 
directions for use which provide for the 
ingestion of not more than 360 milli¬ 
grams of polysorbate 80 per day. 
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(7) As a solubilizing and dispersing 
agent lor dill oil in canned spiced green 
beans, not to exceed 30 parts per million. 

<8> As an emulsifier, alone or in com¬ 
bination with polysorbate 60. in shorten¬ 
ings and edible oils Intended for use in 
nonstandardized baked goods, baking 
mixes, icings, fillings, and toppings and 
in the frying of foods, as follows: 

U> It is used alone in an amount not 
to exceed 1 percent of the weight of the 
finished shortening or oil. 

«ii> It is used with polysorbate 60 in 
any combination providing no more than 
1 percent of polysorbate 60 and no more 
than 1 percent of polysorbate 60. pro¬ 
vided that the total combination does 
not exceed 1 percent of the finished 
shortening or oil. 

(Jill The 1-percent limitation speci¬ 
fied in paragraph ecl (8) (l> and <U) of 
this section may be exceeded In premix 
concentrates of shortening or edible oil 
if the labeling complies with the require¬ 
ments of paragraph (d) of this section. 

(9) As on emulsifier in whipped vege¬ 
table oil topping with or without one or 
a combination of the following: 

tl) Sorbitan monostearate: 

<li) Polysorbate 60. 

Oil) Polysorbate 65. 

whereby the maximum amount of the 
additive or additives used does not ex¬ 
ceed 0.4 percent of the weight of the 
finished whipped vegetable oil topping. 

(10> It is used as a wetting agent In 
scald water for poultry defeathering, fol¬ 
lowed by potable water rinse. The con¬ 
centration of the additive in the scald 
water does not exceed 0.0175 percent. 

ill) As a dispersing agent in gelatin 
desserts and in gelatin dessert mixes, 
whereby the amount of the additive does 
not exceed 0.082 percent on o dry-weight 
basis. 

(12> As an adjuvant added to herbi¬ 
cide use and plant-growth regulator use 
dilutions by a grower or applicator prior 
to application of such dilutions to the 
growing crop. Residues resulting from 
such use are exempt from the require¬ 
ment of a tolerance. When so used or 
intended for use. the additive shall be 
exempt from the requirements of para¬ 
graph <d>H> of this section. 

1 13) As a defoaming agent in the 
preparation of the creaming mixture for 
cottage cheese and lowfat cottage cheese, 
as Identified in {ft 133.128 and 133.131 of 
this chapter, respectively, whereby the 
amount of the additive does not exceed 
008 percent by weight of the finished 
products. 

<d) To assure safe use of the additive, 
in addition to the other information re¬ 
quired by the act: 

(1) The label of the additive and any 
intermediate premixes shall bear: 

«1) The name of the additive. 

ifii A statement of the concentration 
or *trength of the additive in any inter¬ 
mediate premixes. 

»2> The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita¬ 
tions prescribed in paragraph <c) of this 
section. 


FEDEFAl 


§172,812 Sorbitan monoMr.ir.ilc. 

The food additive sorbitan mono- 
stearate, which is a mixture of partial 
stearic and palmitic acid esters of sor¬ 
bitol anhydrides, may be safely used in 
or on food in accordance with the fol¬ 
lowing prescribed conditions: 

ta) The food additive is manufactured 
by reacting stearic acid (usually con¬ 
taining associated fatty acids, chiefly 
palmitic) with sorbitol to yield essen¬ 
tially a mixture of esters. 

«b> The food additive meets the fol¬ 
lowing specifications: 

Saponification number. 147-157 

Add number.-. 8-16 

Hydrotyl number_ 235-260 

<c) It is used or intended for use. alone 
or in combination with polysorbate 60 as 
follows: 

(!) As an emulsifier in whipped vege¬ 
table oil topping with or without one or 
a combination of the following* 

<i) Polysorbate 60; 

(ii> Polysorbate 65; 

<lii) Polysorbate 80; 

whereby the maximum amount of the 
additive or additives used does not ex¬ 
ceed 0.4 percent of the weight of the 
finished whipped vegetable oil topping; 
except that a combination of the addi¬ 
tive with polysorbate 60 may be used in 
excess of 0.4 percent: Provided, That the 
amount of the additive does not exceed 
0.27 percent and the amount of polysor¬ 
bate 60 does not exceed 0.77 percent of 
the weight of the finished whipped vege¬ 
table oil topping. 

<2> As an emulsifier In cakes and cake 
mixes, with or without one or a combina¬ 
tion of the following: 

(1) Polysorbate 65. 

<ii) Polysorbate. 

When used alone, the maximum amount 
of sorbitan monostearate shall not ex¬ 
ceed 0.61 percent of the cake or cake mix. 
on a dry-weight basis. When used with 
polvsorbate 65 and/or polysorbate 60, It 
shall not exceed 0.61 percent, nor shall 
the polysorbate 65 exceed 0.32 percent or 
the polysorbate 60 exceed 0.46 percent, 
and no combination of the emulsifiers 
shall exceed 0.66 percent of the weight 
of the cake or cake mix. calculated on 
a dry-weight basis. 

<3> As an emulsifier, alone or in com¬ 
bination with polysorbate 60 in non- 
rtandardized confectionery coatings and 
standardized cacao products specified in 
5$ 163.123. 163.130. 163.135. 163.140, 

162.145, and 163.150 of this chapter, as 
follows: 

(1) It is used alone in an amount not 
to exceed 1 percent of the weight of the 
finished nonstandardized confectionery 
coating or standardized cacao product. 

»ii* It is used with polysorbate 60 in 
any combination of up to 1 percent 
sorbitan monostearate and up to 0.5 per¬ 
cent polysorbate 60 provided that the 
total combination does not exceed 1 per¬ 
cent of the weight of the finished non- 
standardized confectionery coating or 
standardized cacao product. 

«4» As an emulsifier in cake icings and 
cake fillings, with or without one or a 
combination of the following: 
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«i) Polysorbate 65. 

<il> Polysorbate 60. 

When used alone, the maximum amount 
of sorbitan monostearate shall not ex¬ 
ceed 0.7 percent of the weight of the 
cake icing or cake filling. When used w1th 
polysorbate 65 and/or polysorbate 60, it 
shall not exceed 0.7 percent, nor shall 
the polysorbate 65 exceed 0.32 percent or 
the polysorbate 60 exceed 0.46 percent, 
and no combination of these emulsifier* 
shall exceed 1 percent of the weight of 
the cake Icing or cake filling. 

«5> As an emulsifier in solid-state 
edible vegetable fat-water emulsions 
intended for use as substitutes for milk 
or cream in beverage coffee, with or 
without one or a combination of the 
following: 

(1) Polysorbate 60. 

<ii> Polysorbate 65 

The maximum amount of the additive or 
additives shall not exceed 0.4 percent by 
weight of the finished edible vegetable 
fat-water emulsion. 

(0) It is used alone as a rehydration 
aid in the production of active dry yeast 
In an amount not to exceed 1 percent by 
w eight of the dry yeast. 

(7) As an emsulsifler, alone or in com¬ 
bination with polysorbate 60. in the min¬ 
imum quantity required to accomplish 
the Intended effect. In formulation: of 
white mineral oil conforming with 
ft 172.878 and/or petroleum wax con¬ 
forming with I 172.886 for use as pro¬ 
tective coatings on raw fruits and 
vegetables. 

(<D To assure safe use of the additive, 
In addition to the other information re¬ 
quired by the act: 

XI) The label of the additive and any 
intermediate premixes shall bear 
U) The name of the additive, 
til) A statement of the concentration 
or strength of the additive in any inter¬ 
mediate premixes. 

(2) The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita¬ 
tions prescribed in paragraph <c) of this 
section. 

§ 172.811 Culrium *lenroyl-2-Kiri>Lit<‘. 

The food additive calcium steoro>!-2- 
lactylatc may be safely used In or on 
food in accordance with the following 
prescribed conditions: 

*a> The additive, which is a mixture 
of calcium salts of stearoyl lactylic arid* 
and minor proportions of other calcium 
salts of related acids, is manufactures 
by the reaction of stearic acid and lactic 
acid and conversion to the calcium salts 

• b> The additive meets the following 
specifications: 

Acid number. 50-86 
Calcium content, 4.2-52 pcrccnL 
Lactic acid content. 32 38 percent 
Eater number. 125-104 

rc> It Is used or intended for use 
follows: 

• 1) As a dough conditioner in yea*' 
leavened bakery products and prepare * 
mixes for yeast-leavened bakery prod¬ 
ucts in an amount not to exceed 0.5 part 
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(or each 100 parte by weight of flour 

used. 

(2) As a whipping agent in: 

(it Liquid and frozen egg white at a 
level not to exceed 0.05 percent. 

ill) Dried egg white at a level not to 
exceed 0.5 percent. 

i ni» Whipped vegetable oil topping at 
» level not to exceed 0.3 percent of the 
weight of the finished whipped vege¬ 
table oil topping. 

<3> Ax a conditioning agent In dehy¬ 
drated potatoes in an amount not to ex¬ 
ceed 0.5 percent by weight thereof. 

<d> To assure safe use of the additive: 
i 1 > The label and labeling of the food 
additive and any intermediate premix 
prepared therefrom shall bear. In addi¬ 
tion to the other Information required 
by the act, the following: 

< ti The name of the additive. 

(tt) A statement of the concentration 
or • trength of the additive In any Inter¬ 
mediate premixes. 

<2> The label or labeling of the food 
additive shall also bear adequate direc¬ 
tions of use to provide a finished food 
that complies with the limitations pre¬ 
scribed In paragraph (c) of this section. 

§ 172.816 Sodium »traroyl-2-l*ct}Ute. 

The food additive sodium stearoyl-2- 
lnctylate may be safely used In food in 
accordance with the following prescribed 

conditions: 

<a* The additive, which is a mixture 
o( sodium salts of stearoyl lactylic acids 
and minor proportions of other sodium 
*alts of related acids, is manufactured 
by the reaction of stearic acid and lactic 
ackl and conversion to the sodium salts. 

<b> The additive meets the following 
wciflcations: 

Add number. SO-SO 

.Sodium content. 3.5 percent-5 0 percent. 
Lactic ackl content, 31 percent-34 percent. 
Eater number. 160-190. 

(cl It Is used or Intended for use as 
an *mulsifler. dough conditioner, or 
whipping agent in the following foods 
when standards of identity established 
under section 401 of the act do not pre¬ 
clude such use: Icings, fillings, puddings, 
and toppings; baked products; pancakes 
ana waffles: prepared mixes for any of 
tiie foregoing foods: and In liquid and 
K olld edible vegetable fat-ivater emul¬ 
sions Intended for use ns substitutes for 
milk or cream In beverage coffee. 

(d> It is used in an amount not greater 
than required to produce the intended 
Physical or technical effect 

172.848 Ilie r«lrr» of fall* arid*. 

Lactylic esters of fatty acids may be 
wifely used in food in accordance with 
the following prescribed conditions: 

1 They are prepared from lactic acid 
*nd fatty acids meeting the require¬ 
ments of S 172.860(b) and or oleic acid 
derived from tall oil fatty acids meeting 
the requirements of 8 172.862. 

'b» They are used as emulsifiers. plas- 
Jicuers, or surface-active agents in the 
following foods, when standards of iden¬ 
tity do not preclude their use: 
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Food* Limitation* 

Bakery mtxxa...... 

Baked product a ___ 

Cake icings. filling*. and 

topping*. _ 

Dehydrated fruit* and vege¬ 
table*. __ 

Dehydrated fruit and vege¬ 
table Juice*. ___ 

Edible vegetable fat-water Aa oubaUtutes 
emulsions for mUk or 

cream tn 

beverage 

coffee. 

Kr earn des&ert*_______ . 

Liquid shortening .For household 

use. 

Pancake mixes_____ 

Precooked Instant rice____ 

Pudding mixes.. 

(c) They are used in an amount not 
greater than required to produce the In¬ 
tended physical or technical effect, and 
they may be used with shortening and 
edible fats and oils when such are re¬ 
quired in the foods identified In para¬ 
graph <b) of this section. 

§ 172.8.70 l.act> luted fally arid c*lcr* of 
glycerol and propylene glycol. 

The food additive 1 act yin ted fatty acid 
esters of glycerol and propylene glycol 
may be safely used In food In accordance 
with the following prescribed conditions: 

(a> The additive is a mixture of esters 
produced by the lactylatlon of a product 
obtained by reacting edible fate or oils 
with propylene glycol. 

<b> The additive meets the following 
specifications: Water Insoluble combined 
lactic acid. 14-18 percent; and acid num¬ 
ber. 12 maximum. 

(c) It Is used In amounts not in excess 
of that reasonably required to produce 
the Intended physical effect as an emul¬ 
sifier. plasticizer, or surface-active agent 
in food. 

§ 1 72.8.72 f .1%eeryl-ltirlo c«%tcr% of fatty 
acids. 

Olyceryl-lacto esters of fatty acids 
(the Jactlc acid esters of mono- and 
diglycerldcs) may be safely used in food 
In accordance with the following pre¬ 
scribed conditions: 

<a) They are manufactured from glyc¬ 
erin. lactic acid, and fatty acids conform¬ 
ing with 9 172.860 and/or oleic acid 
derived from tall oil fatty acids conform¬ 
ing with ( 172.862 and/or edible fate 
and oils. 

<b> They arc used in amounts not in 
excess of those reasonably required to 
accomplish their intended physical or 
technical effect as emulsifiers and plas¬ 
ticizers in food. 

§ 172.871 l*oly sy Iceml eMrr* of fatty 
uetd*. 

Polyglycerol esters of fatty acids, up 
to and including the decaglycerol esters, 
may be safely used in food in accordance 
with the following prescribed conditions: 

<a> They are prepared from corn oil, 
cottonseed oil. lard, palm oil from fruit, 
peanut oil, safflow'er oil. sesame oil. soy¬ 
bean oil. and tallow and the fatty acids 
derived from these substances < hydro¬ 
genated and nonhydrogonated > meeting 
the requirements of § 172.860'b) and/ 
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or oleic acid derived from tall ofl fatty 
acids meeting the requirements of 
9 172.862 

(b) They are used as emulsifiers in 
food, in amounts not greater than that 
required to produce the intended physical 
or technical effect. 

<c> Poly glycerol esters of a mixture of 
stearic, oleic, and coconut fatty acids arc 
used as a cloud inhibitor in vegetable and 
salad oils when use is not precluded by 
standards of identity. The fatty acids 
used in the production of the polyglyc- 
eroi esters meet the requirements of 
8 172.860(b), and the poiyglycerol es¬ 
ters arc used at a level not In excess of 
the amount required to perform its 
cloud-Uihlbiting effect Oleic acid derived 
from tall oil fatty acids conforming with 
I 172.862 may be used as a substitute 
for or together with the oleic acid per¬ 
mitted by this paragraph. 

(d) Polyglycerol esters of butter oil 
fatty acids are used as emulsifiers in 
combination with other approved emul¬ 
sifiers In dry. whipped topping base. The 
fatty acids used In the production of the 
poiyglycerol esters meet the require¬ 
ments of 1 172.860(b). and Uic poly- 
glycerol esters are used at a level not in 
excess of the amount required to per¬ 
form their emulsifying effect. 

§ 172.876 Propylene glycol mono- ;:ml 
tlir*tcr» of fat* and fatty arid*. 

Propylene glycol mono- and diesters 
of fats and fatty acids may be safely used 
in food, subject to the following pre¬ 
scribed conditions: 

<A> They are produced from edible 
fate and/or fatty acids In compliance 
with 9 172.860 and/or oleic add derived 
from tall oil fatty acids in compliance 
with 8 172.862. 

(b) They arc used in food in amount* 
not in excess of that reasonably required 
to produce their Intended effect 

§ 172.878 l’rop> Irnr ghrol algimile. 

The food additive propylene glycol al¬ 
ginate may be used as an qpiulsifler. 
stabilizer, or thickener in foods in ac¬ 
cordance with the following prescribed 
conditions: 

(a) The additive is the ester of alginic 
acid and propylene glycol, containing 
up to 85 percent of the carboxylic add 
groups estcriflcd with the remaining 
groups either free or neutralized. 

<b* It is used or intended for use a s 
a stabilizer In ice cream, frozen custard, 
ice milk, fruit sherbet, and w*ater ices 
at not to exceed 0.5 percent of the w eight 
of the finished product, and is used or 
intended for use, in accordance with good 
manufacturing practice, as an emulsi¬ 
fier. stabilizer, or thickener in foods 
except for those standardized foods that 
do not provide for such use. 

<c> To insure safe use of the additive, 
the label of the food additive container 
shall bear, in addition to the other In¬ 
formation required by the act: 

<1* The name of the additive, “pro¬ 
pylene glycol alginate*’ or “propylene 
glycol ester of alginic acid**. 

(2* Adequate directions for use. 
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§ 172.8641 tatty a* ul*. 

The food additive fatty acids may be 
hiiXely used in food and in the manufac¬ 
ture of food components in accordance 
with the following prescribed condition*: 

(a) The food additive consists of one 
or any mixture of the follow’ing straight- 
chain monobasic carboxylic acids and 
their associated fatty acids manufac¬ 
tured from fats and oils derived from 
edible sources: Capric acid, caprylic acid. 
1st uric acid, myristic acid, oleic acid, 
palmitic acid, and stearic add 

<b) The food additive meets the fol¬ 
lowing specifications: 

<1> Unsaponifiable matter does not 
exceed 2 percent. 

<3) It Is free of chick-edema factor: 

(i) As evidenced during the blonssay 
method for determining the chick- 
edema factor as prescribed in paragraph 

(c) (2) of this section; or 

<li) As evidenced by the absence of 
chromatographic peaks with a retention 
time relative to aldrin <RA) between 10 
and 25. using the gas chromatographic- 
elcctron capture method prescribed in 
paragraph (c)<3) of this section. If 
chromatographic peaks are found with 
RA values between 10 and 25. the food 
additive shall meet the requirements of 
the bioassay method prescribed in para¬ 
graph (c> (2) of this section for deter¬ 
mining chick-edema factor. 

(c) For tlie purposes of this section: 

(1) Unsaponiflable matter shall be de¬ 
termined by the method described in the 
most recent edition of “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists/’ 1 

(2) Chick-edema factor shall be de¬ 
termined by the bioassay method 
described in Official Methods of Analysis 
of the Association of Official Analytical 
Chemists, 10th Edition (1965). sections 
36.087 through 26.091/ 

(3) The gas chromatographic-electron 
capture method for testing fatty acids 
for chick-edema shall be the method de¬ 
scribed in the “Journal of the Associa¬ 
tion of Official Analytical Chemists” 
Volume 50 (No. 1). pages 216-218 
(1967) / or the modified method using a 
sulfuric acid clcan-up procedure, as de¬ 
scribed in the “Journal of the Associa¬ 
tion of Official Analytical Chemists/* 
Volume51 (No. 2>. pages 489-490 (1968)/ 

(d) It is used or intended for use as 
follows: 

< 1) In foods as a lubricant, binder, and 
as a defoaming agent in accordance with 
good manufacturing practice. 

(2) As a component In the manufac¬ 
ture of other food-grade additives 

(e) To assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall bear, in 
addition to the other information re¬ 
quired by the act. the following: 

il) The common or usual name of 
the acid or acids contained therein 


1 Copies may toe obtained from Ah relation 
of Official Analytical Ctoemlats. P O Bo* 540, 
Ben)am!n Franklin Station, Washington D C 
20044 


(3) The words “food grade**, in 
juxtaposition with and equally as prom¬ 
inent as the name of the acid. 

§ 172.862 Oleic arid drrKcd from tall 
oil fatty acid*. 

The food additive oleic acid derived 
from tall oil fatty acids may be safely 
used in food and as a component in the 
manufacture of food-grade additives In 
accordance with the following prescribed 
conditions: 

<a) The additive consists of purified 
oleic acid separated from refined tall oil 
fatty acids. 

<b) The additive meet* the following 
specifications. 

< 1) Specification* prescribed in “Food 
Chemicals Codex*’ for oleic acid, except 
that titer (solidification point) shall not 
exceed 13.5* C and unsaponiflable mat¬ 
ter shall not exceed 0.5 percent 

(2) The resin acid content does not 
exceed 0.01 percent as determined by 
A STM Method D 1240-54 (19611/ 

(3) The requirements for absence of 
chick-edema factor as prescribed in 
S 172.860. 

<c) It is used or Intended for use as 
follows: 

(1) In foods as a lubricant, binder, and 
defoaming agent in accordance with good 
manufacturing practice. 

(2) As a component in the manufac¬ 
ture of other food-grade additives. 

(d> TO assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall bear, in ad¬ 
dition to the other information required 
by the act. the following: 

< 1) The common or usual name of the 
acid. 

(2) The words “food grade in juxta¬ 
position with and equally as prominent 
as the name of the acid. 

§ 172.863 Salt* of fally arid*. 

The food additive salts of fatty acids 
may be safely used in food and in the 
manufacture of food components in ac¬ 
cordance with the following prescribed 
conditions: 

(a) The additive consists of one or any 
mixture of two or more of the aluminum, 
calcium, magnesium, potassium, and so¬ 
dium salts of the fatty acids conforming 
with 1 172.860 and/or oleic acid derived 
from tall oil fatty acids conforming with 
ft 172.862. 

<b) The food additive is used or in¬ 
tended for use as a binder, emulsifier, 
and anticaking agent in food in accord¬ 
ance with good manufacturing practice. 

<c> To assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall bear, in 
addition to the other information re¬ 
quired by the act. the following: 

(1) The common or usual name ol 
the fatty acid salt or salts contained 
therein. 

(2) The words food grade in Juxta¬ 
position with and equally as prominent 
as tiie name of the salt 


* Copies m»j toe obtained from American 

Society for Testing and Male n. dr 10)6 Rae# 
Street. Philadelphia, PA 10109 


§ 172.AM Synthetic fatly alcohol*. 


Synthetic fatty alcohols may be sa/el 
used in food and in the synthesis of foot: 
components in accordance with the fol¬ 
lowing prescribed conditions: 

(a) The food additive consi.su, of any 
one of the following fatty alcohols: 

(1) Hexyl, octyl, dccyl, lauryl, myri.slyI 
cetyl, and stearyl; manufactured by frac¬ 
tional distillation of alcohols obtain, 
by a sequence of oxidation and hydro! 
ysis of organo-aluminums generated by 
the controlled reaction of low molecular 
weight trialkylaluminum with porlfieu 
ethylene (minimum 99 percent by vol¬ 
ume C«H«), and utilizing the hydrocartxi 
solvent as defined in paragraph fb> of 
this section, such that: 

(1) Hexyl, octyl, decyl, lauryl and 
myristyl alcohols contain not less thru* 
99 percent of total alcohols and not le^ 
than 96 percent of straight chain al¬ 
cohols. Any nonalcoholic impurities arc 
primarily paraffins. 

(li) Cetyl and stearyl alcohols con¬ 
tain not less than 98 percent of total 
alcohols and not less than 94 percent of 
straight chain alcohols. Any nonalco¬ 
holic impurities are primarily paraffin* 

(Ui) The synthetic fatty alcohols con¬ 
tain no more than 0.1 weight percent ol 
total diote as determined by u method 
available upon request from the Com¬ 
missioner of Food and Drugs. 

(2) Hexyl, octyl, and dccyl; manufac¬ 
tured by fractional distillation of alco¬ 
hols obtained by a sequence of oxidation, 
hydrolysis, and catalytic hydrogenation 
(catalyst consists of copper, chromium 
and nickel) of organo-aluminums gen¬ 
erated by the controlled reaction of lov* 
molecular weight trialkylaluminum with 
purified ethylene (minimum 99 percent 
by volume CiH,). and utilizing an ex¬ 
ternal coolant such that these alcohol* 
meet the specifications precribed in 
paragraph (a)(1) (i) and (ill) of thfc 
section. 

(b) The hydrocarbon solvent used in 
the process described In paragraph ta¬ 
il) of this section is a mixture of liquid 
hydrocarbons essentially paraffinic in 
nature, derived from petroleum and re¬ 
fined to meet the specifications describes 
in paragraph (b)(1) of this section when 
subjected to the procedures described in 
paragraph (b) (2) and (3) of thfc 

section. 

(1) The hydrocarbon advent mec’ 
the following specifications: 

U) Boiling-point range 175 C- 
275* C. 

(il) Ultraviolet absorbance limn* 


follows: 


gaiiwum 


Wavetangih (millimicrons): 

280-280 . 

200 290 ... 

300 359 - 

300-400 - 


abiortan. • 
per ccniimetrr 
optical jwfs 
length 

_ 0 15 
. 12 

_ 05 

:_ oa 


(2) Use ASTM Method D-8C • to de¬ 
termine boiling point range. 
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<3* The analytical method for deter¬ 
mining ultraviolet absorbance limits is 

a* follows: 

Ocmoui. IftmucnoKs 

AU glassware should be scrupulously 
cleaned to remove all organic matter such 
na oil, grease, detergent residues, etc. Ex¬ 
amine all glass ware, including stopper* and 
■uopcocka. under ultraviolet light to detect 
any residual fluorescent contamination. As a 
precautionary measure, it la recommended 
practice to rinse all glassware with purified 
iooctane immediately before use. No grease 
h to be used on stopcocks or joints. Great 
care to avoid contamination of hydrocarbon 
solvent samples in handling and to assure 
absence of any extraneous material arising 
from inadequate packaging U essential. Be¬ 
cause some of the polynuclear hydrocarbons 
aought in this teat are very susceptible to 
photo-oxidation, the entire procedure is to 
be carried out under subdued light 

ArvaaaTVs 

Chromatographic tube. 450 millimeters in 
length {packing section). Inside diameter 19 
tuilllmctm ± 1 millimeter, equipped with a 
wad of clean Pyrex brand filtering wool 
(Corning Olasa Works Catalog No. 3950 or 
equivalent). The tube shall contain a 250- 
m 11 lUlter reservoir and a 2-milluuctcr tetra- 
Quoroethyleno polymer stopcock at the op¬ 
posite end Overall length of the tube is 670 
millimeters. 

Stainless Mteel rod. 2 feet In length. 2 to 4 
millimeters In diameter 

Vacuum oven Similar to Lablinc No. 3610 
but modified as follows: A copper tube one- 
fourth inch In diameter and 13 inches in 
length Is bent to a right angle at the 4-inch 
point and plugged at the opposite end: eight 
copper tubes one-eighth inch in diameter 
and 5 inches in length are silver soldered m 
drilled boles (one-eighth Inch in diameter) 
to the one-fourth-inch tube, one on each 
ftido at the 5-. 7.5- 10- and ISA-inch points; 
tbe one-eighth-inch copper tubes are bent 
to conform with the Inner periphery of the 
oven. 

Beakers. 250-milliliter and SOO-mllUllter 

capacity. 

Graduated cylinders. 25-miltUUer. 50-mil¬ 
liliter. and 150-milUllter capacity. 

Tuberculin syringe, 1-mill inter capacity, 
with 3- Inch. 22-gaugo needle. 

Volumetric /task. 5-mlillllter capacity. 

S pec trophotome trie cells . Fused quarts 
ground glass stoppered cell*, optical path 
length in the range of 1.000 centimeter 
± 04)05 centimeter. With distilled water In 
the cell*, determine any absorbance d liter - 
rnce. 

Sprri rophotomater. Spectral range 250 
millimicrons— 400 millimicron* with spectral 
>dlt width of 2 millimicrons or lew: under In¬ 
strument operating conditions for these ab- 
vrhance measurements, the spectrophotom¬ 
eter shall also meet the following perform¬ 
ance requirements: 

Absorbance repeatability. ±0.01 at 0.4 

absorbance. 

Absorbance accuracy, 1 ±0 05 at 0.4 ab- 

vr-r bonce. 

Wavelength repeatability. ±03 millimi¬ 
cron. 


1 As determined by procedure using potas¬ 
sium chromate for reference standard and 
Circular 434. Spectrophotometry. U3. De¬ 
partment of Commerce, 1949. The accuracy 
described In National Bureau of Standards 
» to be determined by comparison with the 
standard values at 290. 345, and 400 milli¬ 
microns. 


Wavelength accuracy. ±1.0 millimicron 

Nitrogen cylinder. Water-pumped or equiv¬ 
alent purity nitrogen In cylinder equipped 
with regulator and valve to control flow at 
5 pJiJ.g 

RlTAr.KXTB AMD Mattxuls 

Organic solvents. AU solvents used through¬ 
out the procedure shall meet the specifica¬ 
tions and testa described In tht* specifica¬ 
tion. The Isooctane, benzene, hexane, and 
1.2-dlchloroethane designated Ui the Hat fol¬ 
lowing this paragraph shall pass the follow¬ 
ing test: 

To the specified quantity of solvent In a 
250-mllUUter beaker, add 1 milliliter of puri¬ 
fied n-hcxadecane and evaporate in the 
vacuum oven under a stream of nitrogen. Dis¬ 
continue evaporation when not over 1 milli¬ 
liter of residue remains. (To the residue from 
benzene add a 5-mill inter portion of purified 
Isooctone. reevaporate, and repeat once to 
insure complete removal of benzene.) 

Dissolve the 1 mlUUlter of hexadecane resi¬ 
due in lsooctane and make to 5 mill litters 
volume. Determine the abiiorbance in the 
1-centimeter path length cells compared to 
isooctane as reference. The absorbance of the 
solution of the solvent residue shall not ex¬ 
ceed 0.02 per centimeter path length between 
230 and 300 m* and shall not exceed 0.01 
per centimeter path length between 300 and 
400 m« 

Isooctane (2J2.4-trimethgtpeniane) . Use 10 
milliliters for the test described in the pre¬ 
ceding paragraph. If necessary, lsooctane may 
be purified by passage through a column of 
activated silica gel (Grade 12, Davison Chem¬ 
ical Co., Baltimore, Md.. or equivalent). 

Benzene, spectro grade (Burdick end Jack- 
son Laboratories. lnc. t Muskegon, Mich . or 
equivalent). Use 60 milliliters for the test. 
If necessary, benzene may be purified by dLs- 
tlllatlon or otherwise. 

Hexane. spectro grade iBurdick and Jack- 
son Laboratories. Inc.. Muskegon, Mich., or 
equivalent). Use 050 mllimteni for the test. 
If necessary, hexane may be purified by dis¬ 
tillation or otherwise. 

tJ2-Dirhioroc thane, spectro grade (Mathe - 
son Coleman, end Bell. Bast Rutherford. 
NJ. or equivalent I. Use 20 mil!tlitem for test. 
If necessary. 1.2-dlchloroethane may be puri¬ 
fied by distillation. 

Eluting mixtures: 

1 10 percent l£-dichloroethane in hexane. 
Plpet l(fo milliliters of 1,2-dichIoroethano 
into a t-liter glass-stoppered volumetric flask 
and adjust to volume with hexane, with 
mixing. 

2. 40 percent benzene in hexane. Plpet 400 
milliliters of benzene Into a 1-liter glam- 
atoppered volumetric flask and adjust to 
volume with hexane, with mixing. 

n-Hcxadccane. 90 percent olefin-free 
Dilute l o milliliter of n-hcxadecane to 6 
milliliters with lsooctane and determine the 
absorbance In a 1-centimeter cell compared 
to lsooctane as reference between 230 ms- 
400 ms. The absorbance per centimeter path 
length shall not exceed 0.00 In this range. If 
necessary, n-hexadecano may be purified by 
percolation through activated silica gel or by 
distillation. 

Silica gel. 23-200 mesh (Grade ]2. Davison 
Chemical Co.. Baltimore. Md „ or equiraienf). 
Activate as follows: Weigh about 900 grams 
into a 1-gallon bottle, add 100 milliliters of 
de-Ionized water, seal the bottle and shake 
and roll at intervals for 1 hour. Allow to 
equilibrate overnight in the sealed bottle. 
Activate the gel at 150* C for 16 hours. In 
a 2-Inch x 7-Inch x 22-lnch porcelain pan 
loosely covered with aluminum foil, cool In 
a desslcator. transfer to a bottle and seal. 


Pbogzduu 

Determination of ultraviolet absorbance. 
Before proceeding with the analysts of a 
sample determine the sbsorbance In a 1- 
centtmeter path cell for the reagent blank by 
carrying out the procedure without a sample. 
Record the absorbanco In the wavelength 
range of 280 to 400 millimicrons. Typical 
reagent blank absorbance In this range 
should not exceed 0.04 In the 280 to 299 milli¬ 
micron range. 0.02 In the 300 to 359 milli¬ 
micron range, and 0.01 In the 360 to 400 
millimicron range. If the characteristic ben¬ 
zene peaks in Die 350 to 260 millimicron 
region ore present, remove the benzene by 
the procedure described above under ••Re¬ 
agents and Materials,'* "Organic Solvents." 
and record absorbance again. 

Transfer 50 grams of silica gel to the 
chromatographic lube for sample analysis. 
Raise and drop the column on a semtsoft. 
clean surface for about 1 mlnuto to settle 
the gel. Pour 100 milliliters of hexane into 
the column with the stopcock open and 
allow to drain to about one-half inch above 
the gel. Turn off the stopcock and allow' 
the column to cool for 30 minutes. After 
cooling, vibrate the column to eliminate air 
and stir the top 1 to 2 Inches with a »mal! 
diameter stainless steel rod. Take core not 
to get the gel above the liquid and onto the 
sides of the column. 

Weigh out 40 grama ±0,1 gram of the 
hydrocarbon solvent sample Into a 350-mill I - 
Uter beaker, add 60 milliliter* of hexane, and 
pour the solution into the column Rinse 
the beaker with 50 milliliters of hexane and 
add this to the column. Allow the hexane 
sample solution to elute Into a 500-mil Hitter 
beaker until the notation is about one-half 
Inch above the gel. Rinse the column three 
limes with 50-milllllter portions of hexane. 
Allow each hexano rinse to separately elute 
to about one-half Inch above the gel. Re¬ 
place the cluate beaker (discard the hexane 
eluate) with a 250-mtlllltter beaker. Add two 
separate 25-mUUllter portions of lo percent 
1.2-dichlororthanc and allow each to ocp- 
arately elute m before. Finally, odd 150 
milliliter* of 10 percent 1,2-dtchloroethaiie 
tor a total of 200 milliliters When the final 
10 percent 1.2-dichloroethane fraction Is 
about one-half inch above the top of the 
gel bed. replace the receiving beaker (dla- 
cord the 1.2-dlchloroethane cluate) with a 
250-milliliter beaker containing I milliliter 
of hcxadecanc. Adjust the elution rate to 2 
to 3 milliliters per minute, add two 25-mil ti¬ 
ll ter portions of 40 percent benzene and 
allow each to separately elute as before to 
within about one-half Inch of the gel bed. 
Finally, add 150 milliliters of 40 percent 
benzene for a total of 200 milliliters. Evap¬ 
orate the benzene In the oven with vacuum 
and sufficient nitrogen flour to Just ripple the 
top of the benzene solution. When the ben¬ 
zene Is removed (ss determined by a constant 
volume of hcxadecanc) add 5 mill ill ten of 
lsooctane and evaporate. Repeat once to in¬ 
jure complete removal of benzene. Remove 
the beaker and cover with aluminum foil 
(previously raised with hexane) until cool. 

Quantitatively transfer the hcxadccane 
residue to a 5-mlUlUter volumetric flask and 
dilute to volume with lsooctane. Determine 
the ohcorbance or the solution In 1-centi¬ 
meter path length cells between 280 and 400 
millimicrons using lsooctane as a reference. 
Correct the absorbance values for any ab¬ 
sorbance derived from reagents as deter¬ 
mined by carrying out the procedure with¬ 
out a sample. If the corrected absorbance 
does not exceed tho limits prescribed In sub- 
paragraph (b)(l)(lt) of this section, the 
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sample mecU the ultraviolet abaor bance 
specifications for hydrocarbon solvent 

(c) Synthetic fatty alcohols may be 
used as follows: 

(1) As substitutes for the correspond¬ 
ing naturally derived fatty alcohol s per¬ 
mitted in food by existing regulations In 
this part or Part 173 of this chapter pro¬ 
vided that the use is in compliance with 
any prescribed limitations. 

<2> As substitutes for the correspond¬ 
ing naturally derived fatty alcohols used 
as intermediates in the synthesis of food 
additives and other substances permitted 
in food. 

$ i72.IU)S S> n tii« tt' pljmin produced 
by the ttvrlroftrnoK'i* of cnrl*ohy- 
dratr*. 

Synthetic glycerin produced by the 
hydrogenolysis of carbohydrates may be 
safely used in food, subject to the pro- 
'Visions of this section: 

(a) It shall contain not in excess of 
0.2 percent by weight of a mixture of 
butanetrtols. 

<b> It Is used or intended for use in 
an amount not to exceed that reasonably 
required to produce its Intended effect. 

§ 172.868 KlInlnlliiloM, 

The food additive ethyl cellulose may 
be safely used in food hi accordance with 
the following prescribed conditions: 

<a) The food additive is a cellulose 
ether containing ethoxy (OC»H%> groups 
attached by an ether linkage and con¬ 
taining on an anhydrous basis not more 
than 2.6 ethoxy groups per anhydro- 
glucose unit. 

' <b> It Is used or Intended for use as 
follows: 

(1) As a binder and fiber m dry vita¬ 
min preparations. 

(2) As a component of protective coal¬ 
ings for vitamin and mineral tablets 

13) As a fixative in flavoring com¬ 
pounds. 

£ 172.870 p.up> I 

The food additive hydroxypropyl cel¬ 
lulose may be safely used in food, except 
standardized’ foods that do not provide 
for such use. in accordance with the 
following prescribed condition*: 

ia) The additive is a cellulose ether 
containing propylene glycol groups at¬ 
tached by an ether linkage and contains, 
on an anhydrous basis, not more than 4.6 
hydroxypropyl groups per anhydroghi- 


RULES AND REGULATIONS 

cose unit. The additive has a minimum 
viscosity of 145 centipoises for 20 percent 
by weight aqueous solution at 25* C. 

(b) The additive is used or intended 
for use as an emulsifier, film former, pro¬ 
tective colloid, stabilizer, suspending 
agent, or thickener, in accordance with 
good manufacturing practice. 

§ 1 72.872 Methyl ethyl ccJIuIomn 

The food additive methyl ethyl cellu¬ 
lose may be safely used in food in ac¬ 
cordance with the following prescribed 
conditions. 

<a) The additive is a cellulose ether 
having the general formula ICcHus* *> 
Cb‘CHj>«<CiH») t U. where i is the num¬ 
ber of methyl groups and y Is the num¬ 
ber of ethyl groups. The average value 
of x Is 0.3 and the overage value of y 
is 0.7. 

<b) The additive meets the following 
specifications: 

U) The metlioxy content shall be not 
less than 3.5 percent and not more than 

6.5 percent, calculated as OCH 1t and the 
ethoxy content shall be not less than 

14.5 percent and not more than 19 
percent, calculated as OCM*. both meas¬ 
ured on the dry sample 

<2) The viscosity of an aqueous solu¬ 
tion. 2.5 grams of the material in 100 
milliliters of water, at 20' C. Is 20 to 
60 centi poises. 

(3) Tlie ash content on a dry basis 
has a maximum of 0 6 percent 

<c) The food additive Is used a*> an 
aerating, emulsifying, and foaming 
agent, in an amount not in excess of that 
reasonably required to produce Jt* in¬ 
tended effect. 

§ 172.874 Ihilrii&tpnip^l imltiylii’t 
htloftc. 

The food additive hydroxypropyl 
methyl cellulose may be safely used In 
food, except confectionery and except 
in standardized foods which do not pro¬ 
vide for such use if: 

ta> The additive complies with the 
definition and specifications prescribed 
in the National Formulary, 12th edition. 

«b) It is used or intended for use as 
on emulsifier, film former, protective 
colloid, stabilizer, suspending agent, or 
thickener. In accordance with good 
manufacturing practice. 

<c) To insure safe use of the additive, 
the container of the additive, in addi¬ 
tion to being labeled a? required by the 


general provisions of the act. shall t* 
accompanied by labeling which contour* 
adequate directions for use to provid* a 
final product that complies with th» 
limitations prescribed in paragraph 
of this section. 

§ 172.876 f jaMor oil. 

The food additive castor oil may be 
safely used in accordance with the fol¬ 
lowing conditions: 

(a) The additive meets the specifica¬ 
tions of the United States Pharmacopeia 
XVII 

<b) The additive is used or intended 
for use as follows: 

Use and Limitation y 

Hard candy production—A* a idea** mu ..* 
and antlstlcktng agent, not to exceed VK) 
paru per million In hard candy. 

Vitamin and mineral tablet* ap a 
poncut of protective coatings. 

8 172.878 W hile ntirw rul oil. 

White mineral oil may be safely umi) 
In food in accordance with the followup 
conditions: 

(a) White mineral oil is a mixture of 
liquid hydrocarbons, essentially parailn- 
1c and naphthenic in nature obtain* 
from petroleum. It is refined to meet the 
following specifications: 

<1) It meets the test requirement* c»: 
U.SP. XVII for readily carbonizablr sub¬ 
stances (page 399 k 

<2) It meets the test requirement* ol 
U.SP. XVII for sulfur compounds tpn » 
400). 

(3) It meets the specifications pic- 
scribed in the Journal of the Assoclai ioi 
of Official Analytical Chemists, Volumt 
45. page 66 < 1962) 1 after correction of tin 
ultraviolet Absorbance for any ab¬ 
sorbance due to added antioxidant. 

<b> White mineral oil may contain any 
antioxidant permitted in food by regula¬ 
tions issued in accordance with section 
409 of the act, in an amount not greater 
than that required to produce lb 
Intended effect. 

fc) White mineral oil is used oi < 
tended for use as follows. 


' "Collaborative Study of tbc Deter mm* - 
uon of 8o!ubl« Solids in Tomato Prodiu \* by 
Refractive Index Expressed as Percent 8ur 
crone" by Prank C. Lamb, National Cannci# 
Association, I960 Sixth Street. Berkeley. CA 
94710, '‘Journal of the Association of Official 
Analytical Chemist*," vol 52. No 6 (1969). 
pp. 1060-54. Adopted as official, flrat action at 
the 1969 AOAC meeting. 
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Uae 

1 Ao a release agent, binder, and lubricant In or on 
rap&uUs and tablets containing concentrates of 
Havering, spices, condiments, and nutrients intended 
for addition to food, excluding confectionery. 

2 As a release agent, binder, and lubricant in or on 
capsules and tablets containing food for special die¬ 
tary use. 

3 As a float on fermentation fluids in the manufacture 
c.; vinegar and wine to prerent or retard access of air. 
evaporation, and wild yeast contamination during 
fermentation. 

4 As a defoamer In food—.... 

3 lu bakery products, as a release agent and lubricant.. 

6 In dehydrated fruits and vegetables, as a release 

agent 

7 In egg white solids, as a release agent.. 

ft on raw fruits and vegetables, as a protective coating.. 

9. In froocn meat, as a component of hot-melt coating.. 

10 As a protective float on brine used in the curing of 

pickles. 

11 in molding starch used in the manufacture of con¬ 
fectionery. 

13 As a release agent, binder, and lubricant In the manu¬ 
facture of yeast. 

13 As sn anttduating agent in sorbic acid for food use.. 

14 As release agent and as sealing and polishing agent 
In the manufacture of confectionery. 


Limitation (inclusive of all petro¬ 
leum hydrocarbons that may be 
used in combination with 
ichite mineral oil) 

Not to exceed 0.6% of the capsule 
or tablet 


Not to.exceed 0.6'. of the capsule 
or tablet. 

In an amount not to exceed good 
manufacturing practice. 


In accordance with I 173.340 of 
this chapter 

Not to exceed 0 . 16*0 of bakery 
products. 

Not to exceed 0.03% of dehy- 
dated fruits and vegetables. 

Not to exceed 0.1 % of egg white 
solids. 

In an amount not to exceed good 
manufacturing practice. 

Not to exceed 0.005% of meat. 

In an amount not to exceed good 
manufacturing practice. 

Not to exceed 0.3 percent In the 
molding starch. 

Not to exceed 0 15 percent of 
yeast. 

Not to exceed 0.35 percent In the 
sorbic add. 

Not to exceed 0 2 percent of con¬ 
fectionery. 


§ 172.680 Petrolatum. 

Petrolatum may be safely used In food, subject to the provisions of this section. 
<a> Petrolatum complies with the specifications set forth In the U.8. Phar¬ 
macopeia XVII for white petrolatum or in The Natlonl Formulary XU tor 

petrolotum. 

<b> Petrolatum meets the following ultraviolet absorbance limits when sub¬ 
jected to the analytical procedure described In i 172.886<b): 


Ultraviolet absorbance per centimeter path length: 

Millimicrons: 


380-388 

300-280 

300-360 

360-400 


Maximum 



0.26 

.20 

.14 

.04 


Petrolatum is used or intended for use os follows: 


<c> 


Use 

lu hakcry products: as release agent and 

lubricant. 

In confectionery; a* release agent and as 
"Cftllng and polishing agent. 

In dehydrated fruits and vegetables: as re¬ 
lease agent. 

In egg white solids; as release agent.- 

On raw fruits and vegetables: as protective 

coating. 

In beet sugar and yeast; as defoaming 

a^ent. 


Limitation (inclusive of all petroleum hydro¬ 
carbons that may be used in combination 
with petrolatum) 

With white mineral oil, not to exceed 0.15 
percent of bakery product. 

Not to exceed 0.2 percent of confectionery. 

Not to exceed 0.02 percent of dehydrated 
fruits and vegetables. 

Not to exceed 0.1 percent of egg white solids. 

In an amount not to exceed good manufac¬ 
turing practice. 

As prescribed In I 173.340 of this chapter 


•d> Petrolatum may contain any antioxidant permitted in rood by regulation* 
tailed in accordance with section 400 of the act. In an amount not greater than that 
required to produce its intended effect. 


§ 172.882 Synthetic i«opuraflinir pclro- 
I cum hydrocarbon*. 

Synthetic isoparaflinic petroleum hy¬ 
drocarbons may be safely used in food. 
& accordance with the following condi¬ 
tions: 


ia> They are produced by synthesis 
from petroleum gases and consist of a 
mixture of liquid hydrocarbons meeting 
the following specifications: 

Boiling point 300*-500* F. tut determined by 
A S T M Method D -86 


Ultraviolet absorbance: 

260-318 millimicrons—1.5 maximum. 
320-328 millimicrons—0.08 maximum 
330-350 millimicrons—0.05 maximum. 
Nonvolatile residue: 0 002 gram per 100 milli¬ 
liters maximum. 

Synthetic Isoparafflnic petroleum hydro¬ 
carbons containing antioxidants shall 
meet the specified ultraviolet absorbance 
limits after correction for any absorb¬ 
ance due to the antioxidants. The ultra¬ 
violet absorbance shall be determined by 
the procedure described for application 
to mineral oil under "Specifications" on 
page 66 of the Journal of the Association 
of Official Analytical Chemist*. Vol. 45 
^February 1962 >, disregarding the last 
sentence of that procedure. For hydro¬ 
carbons boiling below 250" F. the non¬ 
volatile residue shall be determined by 
A.8.T.M. procedure I>-1353: for those 
boiling above 250* F. A.S.T.M. procedure 
D-381 shall be used. 

(b) Isoparaflinic petroleum hydrocar¬ 
bons may contain antioxidants author¬ 
ized for use in food in an amount not 
to exceed that reasonably required to ac¬ 
complish the Intended technical effect 
nor to exceed any prescribed limitations. 

<c) Synthetic tsoparoffinic petroleum 
hydrocarbons are used or Intended for 
use as follows: 

Uses Limitations 

1. In the froth-flotation In an amount 
cleaning of vege¬ 
tables. 


2. Ax a component of 

Insecticide formula¬ 
tions for use on 
processed foods. 

3. At a component of 

coatings on fruits 
and vegetables. 

I. As a coating on shell 
*«g«- 

5. As a float on fermen¬ 
tation fluids in the 
manufacture of vin¬ 
egar and wine and 
on brine used in 
curing pickles, to 
prevent or retard 
access of air. evapo¬ 
ration. and contam¬ 
ination with wild 
organisms during 
fermentation. 

§ 172.881 Otlorlr** light petroleum hy- 
drocarbotta* 

Odorless light petroleum hydrocarbons 
may be safely used in food, In accord¬ 
ance with the following prescribed 
conditions: 

<ai The additive Is a mixture of liquid 
hydrocarbons derived from petroleum or 
synthesized from petroleum gases. The 
additive is chiefly paraffinic, isoparaffinic. 
or naphthenic in nature. 

<b> The additive meets the following 
specifications: 

< l) Odor Is faint and not kcrosenic. 

<2> Initial boiling point is 300 F 
minimum. 

(3) Final boiling point is 650* F 
maximum. 

(4> Ultraviolet absorbance limits de¬ 
termined by method specified in § 178.- 


not to exceed 
good manufac¬ 
turing prac¬ 
tice 
Do 


Do 


Do. 

Do. 
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3620<bMIXU) of this chapter, as fol¬ 
lows: 


Vcif tit m*»: 


*0-2W.. 
2 Mb 2 ».. 

310-900. 


Ms/fewm •«*<*(,' 
■«fr prr ernti- 
mtirr 
patfdti iftt 

« 0 

£| 

1) 

.$ 


(c) The additive Is used as follows: 


IV 

A> it coni inf on sltrll eggs. 


Af a dr thins rr In ptomaine 
ber< RUf ar *c 4 yt— t . 

A* a Hoot on 
ntLds In tho niAimfoctur* of 
Huogar sad wins to |*ev«it 
or retard teem of air, svap- 
onulun. ami wild com 

tansiiialioo during fcrmrnta 
Uon. 

In tho froth-floUtloo cVnuxinf 
of Taft table*. 

As a component of insocticida 
formulation* uiwd to com- 
ptiaac* with mulatioua V 
srmmI hi Part* 1T0 throoxh 1» 
of tbls dtapfrr. 


AJititorioru 

In ass amount not u> 
Meted sornl matiu- 
tertortnx pnwilw. 

Complyina with 
| 179.940 oft l»i» 
chapter. 

In an amount not to 
tioord food matiu* 
factoring prattler. 


Do. 

Do. 


§172.886 Petroleum wax. 

Petroleum wax may be solely used In 
or on food. In accordance with the fol¬ 
lowing conditions: 

(a) Petroleum wax la a mixture of 
solid hydrocarbons, paraffinic In nature, 
derived from petroleum, and refined to 
meet the specifications prescribed by this 
section. 

(b) Petroleum wax meets the follow¬ 
ing ultraviolet absorbance limits a*hen 
subjected to the analytical procedure de¬ 
scribed in this paragraph. 

\jitra violet 
absorbance 
per centi¬ 
meter path 
length 

300 289 millimicron*_ 0.15 maximum 

300-299 millimicrons__0.12 maximum 

300-359 millimicrons___- 0.08 maximum 

360-400 millimicrons- 0.02 maximum 


Akalttical Spxcotcatio?* roa Pniouuu 
Wax 


General Instruction* 

Because of the sensitivity of the test, the 
possibility of errors arising from contamina¬ 
tion Is great. It Is of the greatest importance 
that all glassware be scrupulously cleaned to 
remove all organic matter such as oil, grease, 
detergent residues, etc. Examine all glass¬ 
ware. including stoppers and stopcocks, under 
ultraviolet light to detect any residual 
fluorescent contamination. As a precaution¬ 
ary measure it ia recommended practice to 
rinse all glassware with purified Isooctane 
immediately before use. No grease Is to be 
used on stopcock* or Joints. Great care to 
avoid contamination of wax samples U han¬ 
dling and to assure absence of any extraneous 
material arising from Inadequate packaging 
is essential Because some of the polynu¬ 
clear hydrocarbons sought In this test are 
very susceptible to photo-oxidation, the en¬ 
tire procedure U to be carried out under sub¬ 
dued light. 

Apparatus 

Separatory funnels. 250-milliliter. 500- 
mi Ui liter. 1,000-mill 111 ter, and preferably 
2.000-mililliter capacity, equipped with tetra- 
fluoroethylene polymer stopcocks. 

Reservoir. 500-mill litter capacity, equipped 
with a 24/40 standard taper male fitting at 
the bottom and a suitable ball-Joint at the 
top for connecting to the nitrogen supply. 


The male fitting should be equipped with 
glass hooks. 

Chromatographic tube. 180 millimeters 
in length, inside diameter to be 15.7 milli¬ 
meters ±0.1 millimeter, equipped with a 
coarse, fmted-glass disc, a tetrsfluoroethyl- 
ene polymer stopcock, and a female 24/40 
standard tapered fitting at the opposite end. 
(Over-all length of the column with the fe¬ 
male Joint Is 235 millimeters.) The female 
fitting should be equipped with glass hooks 

Disc, Tetrafluoroethylene polymer 2-inch 
diameter disc approximately *io-lnch thick 
with a hole bored In the center to closely 
fit the stem of the chromatographic tube. 

Heating jacket. Conical, for 600-mtUUlter 
separatory funnel. (Used with variable 
transformer heat control.) 

Suction flask . 350-mllllllter or 500-miilt- 
liter filter flask 

Condenser. 24. 40 Joints, fitted with a dry¬ 
ing tube, length optional. 

Evaporation flask (optional), 250-YnlUl- 
lltcr or ftOO-mlUfllter capacity all-glam flask 
equipped with standard taper stopper having 
inlet and outlet tubes to permit passage of 
nitrogen across the surface of contained 
liquid to be evaporated. 

Vacuum distillation assembly. All glam 
ifor purification of dimethyl sulfoxide); 2- 
iltrr distillation flask with heating mantle; 
Vlgreaux vacuum-Jacketed condenser (or 
equivalent) about 45 centimeters in length 
and distilling head with separable cold finger 
condenser. Use of tetrafiuoroethylene poly¬ 
mer sleeves on the glass Joints will prevent 
freezing. Do not use grease on stopcocks or 
Joints 

Spec tropho tome trie cells. Fused quarts 
cells, optical path length in the range of 
5.000 centimeters ±0.005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length In the range 1 000 
centimeter ± 0.005 centimeter. With distilled 
water In the cells, determine any absorbance 
differences. 

Spectrophotometer . Spectral range 250 
millimicrons 400 millimicrons with spectral 
•lit width of 2 millimicrons or leas, under 
instrument operating conditions for these 
absorbance measurements, the spectropho¬ 
tometer shall also meet the following per¬ 
formance requirements: 

Absorbance repeatability, ±0.01 at 0.4 ab¬ 
sorbance. 

Absorbance accuracy.* ±0.05 at 0 4 ab¬ 
sorbance. 

Wavelength repeatability, -02 millimi¬ 
cron. 

Wavelength accuracy. ±1.0 millimicron. 

Nitrogen cylinder Water-pumped or equiv¬ 
alent purity nitrogen In cylinder equipped 
with regulator and valve to control flow 
at ft p.s lg. 

Rr agists and Mimuus 

Organic solvents . All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The Isooctane, benzene, ace¬ 
tone. and methyl alcohol designated in the 
list following this paragraph shall pass the 
following test: 

To the specified quantity of solvent In a 
250-ml 1111 iter Erlenmeyer flask, add 1 milli¬ 
liter of purifled n-hexsdecane and evaporate 
on the steam bath under a stream of nitro¬ 
gen (a loose aluminum foil Jacket around 


As determined by procedure using potas¬ 
sium chromate for reference standard and 
described In National Bureau of Standards 
Circular 484. Spectrophotometry, U.8. De¬ 
partment of Commerce, 1848. The accuracy 
Is to be determined by comparison with the 
standard values at 290. 34ft, and 400 millimi¬ 
crons. 


the flask will speed evaporation). Diwm. 
ttnuc evaporation when not over 1 milliliter 
of residue remains. (To the residue from 
benzene add a lO-millllltcr portion of p ur w 
fled lsooctane. reevaporste, and repeat o:ioc 
to Insure complete removal of benzene 

Alternatively, the evaporation time su 
be reduced by using the optional tvapora- 
tion flask, in this case the aoivezit vod 
n-bexiOeoane are placed in the flask on the 
steam bath, the tube assembly is inner Ted 
and a stream of nitrogen la fed throu gi tu* 
Inlet tube while the outlet tube la connected 
to a solvent trap and vacuum line In such 
a way as to prevent any flow-back of con¬ 
densate into the flask. 

Dissolve the 1 milliliter of bexadecane resi¬ 
due in lsooctane and make to 25 milliliter* 
volume. Determine tho abeorbance in the 
fi-centtmeter path length cells compared to 
lsooctane as reference. The abeorbance of 
the solution of the solvent residue (except 
for methyl alcohol) shall not exceed 0.01 per 
centimeter path length between 280 and 4C0 
m*. For methyl alcohol this abeorbance value 
shall be 0.00. 


lsooctane [2.2.4-trtmethyIpentanc ). CS* 180 
milliliters for the teat described in the pre¬ 
ceding paragraph. Purify, if necessary by 
passage through a column or activated ililca 
gel (Grade 12. Davison Chemical Company. 
Baltimore. Maryland, or equivalent) about 90 
ceuUmeicrt in length and ft centimeter* to 
8 centimeters in diameter. 

Benzene , A.CS. reagent grade. Use 150 
milliliters for the teat. Purify. If necessary, 
by distillation or otherwise. 

Acetone. A.C.S. reagent grade Uk 200 
milliliters for the test. Purify, if necr *ry, 
by distillation. 

Eluting mixtures: 

1. JO percent benzene in isooctane Piprt 
SO milliliters of benzene Into a ftOO-mliUlitcr 
glass-stoppered volumetric flask and adjust 
to volume with lsooctane, with mixing 

2. 20 percent benzene in lsooctane Piprt 
60 milliliters of benzene Into a 260-mlinuter 
giass-fttoppared volumetric flask, and Adjust 
to volume with lsooctane. with mixing 

3 Acetonc-benzenc-water mixture Add 20 
mil 111 Iters of water to 380 milliliter* of ace¬ 
tone and 200 milliliter* of benzene, and mu 

n-llciadecane. 99 percent olefin-frct Di¬ 
lute If) milliliter of n-hexadecane to 35 mil¬ 
liliters with lsooctane and determine the ab¬ 
sorbance In a 5-centimeter cell compared to 
Uooctane as reference point between 280 m*- 
400 The absorbance per centlmrter path 
length shall not exceed 04)0 In this rsijgc- 
Purify, if necessary, by percolation through 
activated silica gel or by distillation. 

Methyl alcohol ACS. reagent grade Ui* 
10.0 milliliters of methyl alcohol. Purify it 
necessary, by distillation. 

Dimethyl sulfoxide. Pure grade, clear, 
water-white, mp. 18* minimum. Dilute 120 
milliliters of dimethyl sulfoxide with 240 mil- 
Hitters of distilled water In a 600 -mllUlltef 
separatory funuel, mix and allow to coo) for 
5-10 minutes. Add 40 mlUUUm of lsooctane 
to the solution and extract by shaking the 
funnel vigorously for 2 minutes. Draw on 
the lower aqueous layer Into a second 5Cn>- 
mlUUlter separatory funnel and repeat ih« 
extraction with 40 milliliter* of IfiOOCtabe 
Draw oil and discard the aqueous tore* 
Wash each of the 40-mUlllUcr extracts« 
three times with 50-mimilter portions of dis¬ 
tilled water Shaking time for each wash l® 
1 minute. Discard the aqueous layers Filter 
the first extractive through anhydrou*. so¬ 
dium sulfate prewashed with lsooctane (see 
Sodium sulfate under "Reagents and Mat** 
terials” foe preparation of Alter), Into# 250- 
milliliter Erlenmeyer flask, or optionally *» 11 
the evaporating flask. Wash the tai •Ju¬ 
ratory funnel with the second 40 -mliuiU" 
lsooctane extractive, and pass through tn 
sodium sulfate into the flask. Theu warn 
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the seccmd and Amt wp.xratory funnel* *uc- 
rvMtvely with a I O-mi HUlter portion of leo- 
octune. and pans the solvent through the so¬ 
dium tulfate into the flask. Add 1 milliliter 
of r:-hexadecane and evaporate the Isooctane 
on ihe *teara bath under nitrogen. Discon¬ 
tinue evaporation when not over 1 milliliter 
of residue remain* To the residue, add a 
Ut m ill 111 ter portion of iaooctane and rrevap- 
ormte to I milliliter of hexadecaue. Again 
add 10 milliliters of Isooctane to the residue 
and evaporate to 1 milliliter or hexadecane 
to Injure complete removal of all volatile ma¬ 
terial*. Dissolve the 1 milliliter of hexadec¬ 
ane in inooctane and make to 25-mllllIiter 
Volume. Determine the absorbance in 6- 
rentuneter path length cells compared to lao- 
ociane a* reference. The absorbance of the 
solution should not exceed 0.02 per centi¬ 
mes path length In the 280 m* 400 m 
range. (Not*— Difficulty in meeting this ab¬ 
sorbance specification may be due to organic 
impurities in the distilled water. Repetition 
of the test omitting the dimethyl sulfoxide 
a Ul disclose their presence IX necessary to 
meet the specification, purify the water by 
red ut Illation, passage through an lon- 
ext harigc resin, or otherwise.) 

Purify, If necessary, by the following pro¬ 
cedure- To 1.500 milliliters of dimethyl sulf¬ 
oxide in a 2-liter glass-stoppered flask, add 
fl'» milliliters of phosphoric acid and 50 grams 
of Nnrlt A (decolorizing carbon, alkaline) or 
equivalent Stopper the flask, and with the 
tue of a magnetic stirrer (tetrmfluoroethylcne 
poUmer coated bar) atlr the solvent for 16 
minutes. Filter the dimethyl sulfoxide 
through four thicknesses of fluted paper ( 18.5 
centimeters. Schleicher it Schueil. No. 507. or 
equivalent). if the initial filtrate contain* 
carbon Ones, refllter through the same Alter 
until a clear filtrate Is obtained Protect the 
•ulfoxlde from air and moisture during this 
opt* rat ion by covering the solvent in the fun¬ 
nel and collection flask with a layer uf i*o- 
octune Transfer the filtrate to a 2-llter sep¬ 
aratory’ funnel and draw oft the dimethyl 
»u:foiidc into the 2-ltter distillation flask 
of the vacuum distillation assembly and dis¬ 
till at approximately 3-millimeter Hg pre*- 
»ure or less. Discard the first 200-mllllllter 
fraction of the distillste and replace the dis¬ 
tillate collection flank with a clean one. Con¬ 
tinue the distillation until approximately 1 
liter or the sulfoxide has been collected 

At rnmpletlon of the distillation. the re¬ 
agent should bo stored in glass-stoppered 
bottles Mnce It Is very hygroscopic and will 
react with some metal container* In the pres¬ 
ence of air. 

Photphoric acid . 85 percent A.CJ3. reagent 

grade 

.Sodium borohydrlde. 08 percent. 

Moyncxium ojricfc (Sea Sorb 43. Food Ha- 
rMnerp Company. IVestvaco Dirision. diUrib- 
uted by chemical supply firms, or equiv¬ 
alent! Place loo gram.* of the magnealum 
oxide in a large beaker, Add 700 milliliters of 
dutllled water to make a thin slurry, and 
beat on s 'team bath for 30 minutes with 
intermittent stirring. Stir well Initially to 
huur* that all the absorbent Is completely 
wetted Using a Buchner funnel and a filter 
P«per (Schleicher 4c Schueil No. 507. or equiv- 
•lent) of suitable diameter, filter with suc¬ 
tion Continue suction until water no 
longer drips from the funnel. Transfer the 
absorbent to a glass trough lined with alumi¬ 
num foil (free from rolling oil). Break up 
r ne magnesia with a dean spatula and spread 
out the absorbent on the aluminum foil lit 
fl About 1 centimeter to a centimeters 
uflek Dry for 24 hours at 160* C 1* C. 
Pulverize the magnesia with mortar and pea- 
AA .2pulverised absorbent between 

' ?? mcsli the magnesia retained on 
tfcc 180-mesh sieve. 

Celite 545. Johns-Manvlile Company, dla- 
totnxceoua earth, or equivalent. 


RULES AND REGULATIONS 

Magnesium oxide-Celite S4S mixture 
(2-1) by weight. Place the magnesium 
oxide (60-180 mesh) and the Celtte 545 In 
2 to 1 proportions, respectively, by weight 
in a glass-stoppered flask large enough for 
adequate mixing Shake vigorously for 10 
minute* Transfer the mixture to a glass 
trough lined with aluminum foil (free from 
rolling oil) and spread It out on a layer 
about 1 centimeter to a centimeters thick. 
Reheat the mixture at 150* C ± 1* C for 
2 hours, and store in a tightly closed flask. 

Sodium sulfate, anhydrous, A.C.S. reagent 
grade, preferably <n granular form. For each 
bottle of sodium sulfate reagent used, estab¬ 
lish a* follows the necessary’ sodium sulfate 
prrwawh to provide such filter* required In 
the method: Place approximately 35 grams 
of anhydrous sodium sulfate in a 30-milli¬ 
liter coarse, frit ted-glass funnel or In a 65- 
mtlUmeter filter funnel with glass wool plug; 
wash with successive 15-fnilllllter portions 
of the indicated solvent until a 15-milliilter 
portion of the wash shows 0 00 absorbance 
per centimeter path length between 280 
m . and* 400 m>» when tested as prescribed 
under 'Organic solvents.** Usually three 
portiomt of waah solvent are sufficient. 

Before proceeding wtth analysis of a 
sample, determine the absorbance in a 5- 
centlmeter path oell between 250 m* and 400 
mu for the reagent blank by carrying out the 
procedure, without a wwx sample, at room 
temperature, recording the spectra after the 
extraction stage and after the complete pro¬ 
cedure as prescribed. The absorbance per 
centimeter path length following the extrac¬ 
tion stage .should not exceed 0.040 in the 
wavelength range from 280 m« to 400 m»; the 
absorbance per centimeter path length fol¬ 
lowing the complete procedure should not ex¬ 
ceed 0.070 in the wavelength range from 280 
m- to 209 mu. Inclusive, nor 0.045 in the 
wavelength range from 300 mu to 400 m>*. 
If in either spectrum the characteristic ben¬ 
zene peaks in the 250 mu-260 ms region are 
present, remove the benzene by the procedure 
under "Organic solvents** and record absorb¬ 
ance again 

Place 300 milliliters or dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 
milliliter* of phosphoric acid. Mix the 
content* of the funnel and allow to stand for 
10 minutes. (The reaction between the sulf¬ 
oxide and the acid Is exothermic. Release 
pressure after mixing, then keep funnel stop¬ 
pered ) Add 150 milliliter* of leooctano and 
shake to preequilibrate the sol vents. Draw 
off the individual layers and store lu glass- 
stappered fla*ks. 

Place a representative 1-kilogram '.ample 
of wax. or If this amount Is not available, 
the entire sample, in a beaker of a capacity 
about three time* the volume of the sample 
and heat with occasional stirring on a steam 
bath until the wax Is completely melted and 
homogeneous. Weigh four 25-gram ±0.2 
gram portions of the melted wax in separate 
100-mtllfilter beakers Reserve three of the 
portions for later replicate analyses as neces¬ 
sary. Pour one weighed portion immediately 
after remelting (on the steam bath) Into a 
500-mlUiltter separatory funnel containing 
100 milliliters of the preequilibrated sulf¬ 
oxide-phosphoric acid mixture that has been 
heated In the heating Jacket at a temperature 
Just high enough to keep the wax melted. 
(Non: In preheating the sulfoxide-acid 
mixture, remove the stopper of the separatory 
funnel at intervals to release the pressure.) 

Promptly complete the transfer of the 
sample to the funnel In the jacket with 
portions of the preequilibrated Isooctane, 
warming the beaker. If necessary, and using 
a total volume of Just 50 milliliter* of the 
solvent. If the wax comes out or solution 
during these operations, let the stoppered 
funnel remain in the Jacket until the wax 
redissolves. (Remove stopper from the fun¬ 
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nel at intervals to release pressure ) When 
the wax is in solution, remove the funnel 
from the Jacket and shake it vigorously for 2 
minutes. 8et up three 250-mUlUlter sepa¬ 
ratory funnels with each containing 30 milli¬ 
liters of preequilibrated iaooctane. After 
separation of the liquid phases, allow to cool 
until the main portion of the wax-iaooctane 
solution begins to show a precipitate Gently 
swirl the funnel when precipitation first oc¬ 
curs on the imlde surface of the funnel to 
accelerate this process Carefully draw off 
the lower layer. Alter it slowly through a thin 
layer of gloss wool fitted loosely in a filter 
funnel into the first 250-mill 111 ter separa¬ 
tory funnel, and wash in tandem with the 
30-tnlUlllter portions of isooctane contained 
in the 250-milliliter separatory funnels. 
Shaking time for each wash is l minute. 
Repeat the extraction operation with two ad¬ 
ditional portions of the sulfoxide-acid mix¬ 
ture. replacing the funnel in the jacket after 
each extraction to keep the wax in solution 
and washing each extractive in tandem 
through the same three portions of Isooctane 

Collect the successive extractives (300 mil¬ 
liliters total) in a separatory funnel (prefer¬ 
ably 2-llter). containing 480 milliliter* of dis¬ 
tilled water, mix, and allow to cool for a few 
minutes after the last extractive ha* been 
added. Add 80 milliliters of isooctane to 
the solution and extract by shaking the fun¬ 
nel vigorously for 2 minutes. Draw off the 
lower aqueous layer into a second separatory 
funnel (preferably 2-llter) and repeat the 
extraction with 8o milliliters of Iaooctane 
Draw off and discard the aqueous layer. 
Wash each of the 80-rolimiter extractive* 
three times with 100-milliliter portions of 
distilled water. Shaking time for each wonh 
U 1 minute. Discard the aqueous layers 
Filter the first extractive through anhvdrou* 
sodium sulfate pre washed with iaooctane 
(see Sodium Sulfate under "Reagents and 
Materials’ for preparation of filter) Into a 
25o-miliiUter Erlenmeyer flask (or option¬ 
ally into the evaporation flask). Wash the 
first separator)' funnel with the second 80 - 
milliliter Lsooctane extractive and pa** 
through the sodium sulfate. Then wash the 
second and first separatory funnels aticces- 
slvely with a 20-mlllinter portion of iaooctane 
and pass the solvent through the sodium 
sulfate Into the flask. Add l milliliter of 
n-hexadecane and evaporate the iaooctane on 
the steam bath under nitrogen Discontinue 
evaporation when not over 1 milliliter of 
residue remains. To the residue, add a 10- 
mliltllter portion of iaooctane, reevaporste 
to 1 milliliter of hexadecane. and repeat this 
operation once 

Quantitatively transfer the residue with 
iaooctane to a 25-mtllUUer volumetric flask 
make to volume, and mix. Determine the 
absorbance of the solution in the 6-centi¬ 
meter path length cells compared to Uooc- 
tane as reference between 280 m,»400 m* 
(take care to lose none of the solution In 
filling the sample cell). Correct the absorb¬ 
ance values for any absorbance derived from 
reagents as determined by carrying out the 
procedure without a wax sample If the 
corrected absorbance does not exceed the 
limits prescribed in this paragraph (b). the 
wax meets the ultraviolet absorbance speci¬ 
fications. If the corrected absorbance per 
centimeter path length exceeds the limits 
prescribed in this paragraph (b). proceed os 
follows: 

Quantitatively transfer the Iaooctane solu¬ 
tion to a' 125-milllllter flask equipped with 
24 40 Joint and evaporate the Isooctane on 
the steam bath under a stream of nitrogen 
to a volume of 1 milliliter of hexadecane. 
Add 10 milliliter* of methyl alcohol and ap¬ 
proximately 0.3 gram of sodium borohydrlde 
(Minimize exposure of the borohydrlde to 
the atmosphere. A measuring dipper may be 
used.) Immediately lit a water-cooled con¬ 
denser equipped wtth a 24 '40 Joint and with 
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RULES AND REGULATIONS 


a drying tube Into the flask, mix until the 
borohydride bi dissolved, and allow to stand 
for 30 rfiinutes at room temperature, with 
Intermittent swirling. At the end of this pe¬ 
riod, disconnect the flask and evaporate the 
methyl alcohol on the steam bath under 
nitrogen until tho sodium borohydride 
begins to oomc out of the solution. Then odd 
10 milliliters of lao&ctanc and evaporate to a 
volume of about 2-3 milliliters Again, add 
10 milliliters of laooctaue and concentrate to 
u volume of Approximately ft milliliters. Swirl 
the flask repeatedly U> assure adequate waah- 
ing of the -»odlum borohydride rewiduen. 

Fit the tetrafluoroethylene polymer disc on 
the upper part of the stem of the chroma¬ 
tographic tube, then place the tube wih the 
dl*c on Use suction ilaak and apply the vac¬ 
uum «approximately 13ft millimeters Hg 
pressure), Weight out 14 grama of the 2:1 
magnesium oxide-Celito 645 mixture and 
pour the adsorbent mixture Into the chroma¬ 
tographic tube In approximately 3-centi¬ 
meter layers. After the addition of each 
layer, level ofl the top of the adaorbent with 
a flat glass rod or metal plunger by pressing 
down firmly until the adsorbent la well 
packed Loosen the topmost few millimeters 
of each adsorbent layer with the end of a 
metal rod before the addition of the next 
layer. Continue packing In this manner 
until all the 14 gram* of the adaorbent la 
added to the tube. Level off the top of the 
absorbent by pressing down firmly with a 
flat glass rod or metal plunger to make the 
depth of the adsorbent bed approximately 
12 ft centimeter* In depth. Turn off the 
vacuum and remove the suction flask. Fit 
the ftOO-mllllllter reservoir onto the top of 
the chromatographic column and prewvt the 
column by passing 100 milliliters of lsooc- 
tane through the column. Adjuat the ni¬ 
trogen pressure so that the rate of descent of 
the Usooctane coming off of the column ta be¬ 
tween 2-3 milliliter* per minute Discon¬ 
tinue pressure Just before the la*t of the 
isooctane reaches the level of the adsorbent 
(Caution : Do not allow the liquid level to 
recede below the adsorbent level at any 
time.) Remove the reaervolr and decant the 
ft-milliliter Uooctane concentrate solution 
onto the column and with slight pressure 
again allow the liquid level to recede to barely 
above the adsorbent level. Rapidly com¬ 
plete tho transfer similarly with two ft-miUl- 
llter portions of Isooctane, swirling the flask 
repeatedly each time to assure adequate 
washing of the residue Just before the Anal 
5-millillter wash rcache* the top of ‘ the 
adsorbent, add 100 mill niter* of isooctane to 
the reservoir and continue the percolation 
at the 2-3 mill i Li ter per minute rate. Just 
before the last of the Uooctane reache* the 
adsorbent level, add 100 milliliters of 10 per¬ 
cent benzene In Uooctane to the reservoir and 
continue the percolation at the aforemen¬ 
tioned rate. Just before the solvent mixture 
reaches adsorbent level, add 2ft milliliters of 
20 percent benzene in lsooctane to the reser¬ 
voir and continue the percolation at 2-3 mil¬ 
liliter* per minute until all this solvent mix¬ 
ture baa been removed from the column. 
Discard all the elution solvents collected up 
to thU point. Add 300 milliliters of the 
aoetone-bcnxene-watcr mixture to the reser¬ 
voir and percolate through the column to 
elute the polynuclear compound*. Collect 
the cluate in a clean 1-liter separatory fun¬ 
nel. Allow the column to drain until most 
of the solvent mixture is removed. Wash the 
cluate three times with 300-milliliter por¬ 
tions jof distilled water, shaking well for each 
wash. (The addition of small amounts of 
sodium chloride facilitate* separation) 
Discard the aqueous layer after each wash. 
After the final separation. Alter the residual 


benzene through anhydrous sodium sulfate 
p re washed with benzene (see Sodium sulfate 
under * Reagent* and Materials'’ for prepa¬ 
ration of Alter) into a 250-milliliter Erlen- 
meyer flank (or optionally Into the evapora¬ 
tion flask). Wash the separatory funnel 
with two additional 20-mllUlltcx portions of 
beuaene which are also Altered through the 
sodium sulfate. Add 1 milliliter of n-hexa- 
decane and completely remove the benzene 
by evaporation under nitrogen, using the 
ttpeclal procedure to eliminate beuxene a* 
previously described under ‘’Organic Sol¬ 
vents ” Quantitatively transfer the residue 
with lsooctane to a 2ft-rnmillter volumetric 
fla*k and adjust to volume Determine the 
absorbance of the solution in the ft-centi¬ 
meter path length cells compared to Isooc¬ 
tane sa reference between 250 nv. 400 
Correct for any absorbance derived from the 
reagents sa determined by carrying out the 
procedure without a wax sample. If either 
spectrum shows the characteristic benzene 
peaks lu the 260 txv~260 m M region, evaporate 
the solution to remove benzene by the pro¬ 
cedure under ’Organic Salventa'* Dissolve 
the residue, transfer quantitatively, and ad¬ 
just to volume In Uooctane in a 25-milli¬ 
liter volumetric flask Record the absorb¬ 
ance again. If tho corrected aiworbar.ee does 
not exceed the limits prescribed in this para¬ 
graph ib), the wax meets the ultraviolet 
absorbance specifications. 

<c» Petroleum wax may contain any 
antioxidant permitted in food by regu¬ 
lation* issued in accordance with section 
409 of the act. In an amount not greater 
than that required to produce Its in¬ 
tended effect. 

< d) Petroleum wax Is used or intended 
for use as follows: 


VS€ 

In chewing gum base. 
m a masticatory 
subftance 

On cheese and raw 
fruit* and vegetable* 
a* a protective coat¬ 
ing. 

A* a defoamer In 
food. 


Limitations 
In an amount not to 
exceed good man¬ 
ufacturing prac¬ 
tice. 

Do 


In accordance with 
I 173340 of thU 
chapter 


§ 172.888 Synthetic petroleum wax. 

Synthetic petroleum wax may be 
safely used In or on foods in accordance 
with the following conditions: 

• ai Synthetic petroleum wax is a mix¬ 
ture of solid hydrocarbons, paraffinic in 
nature, prepared by catalytic polymeri¬ 
zation of ethylene, and refined to meet 
the specifications prescribed by this 
section 

(b» Synthetic petroleum wax meets the 
ultraviolet absorbance limits of S 172,- 
&86'b> when subjected to the analytical 
procedure described therein. 

Cc) Synthetic petroleum wax has a 
number average molecular weight of not 
less than 500 nor greater than 1.200 as 
determined by vapor pressure osmome¬ 
try. 

i d> Synthetic petroleum wax may con¬ 
tain any antioxidant permitted in food 
by regulations issued in accordance with 
section 409 of the Act, In an amount not 
greater than that required to produce its 
intended effect. 

fe) Synthetic petroleum wax is used or 
intended for use as follows: 


Ute 

In chewing gum boar, 
sa a masticatory 

substance. 


On cheese and raw 
fruit* and vegeta¬ 
bles oft a protective 
coating. 

Aa a defoamer in food. 


Ltmi tat tem 

In accordance with 
f 172.615 in an 
amount not to ex¬ 
ceed good man¬ 
ufacturing prac¬ 
tice. 

In an amount oc’. u> 
exceed good man¬ 
ufacturing prac¬ 
tice 

In accordance ruh 
f 173340 of ths* 
chapter, 


§ 172.890 llirr hrnn vo*. 

Rice bran wax may be safely used m 
food in accordance with the following 
conditions: 

• ai It U the refined wax obtained 
from rice bran and meets the following 
specifications: 

Melting point 75* C to 80* C. 

Free fatty acids, maximum 10 pererjj* 
Iodine number, maximum 20. 
Saponification number 75 to 120 

»b> It is used or intended for use as 
follows: 

Food Limitation Lu food Co 

Camly .. ttp.mm-- Cosiius 

Fn**Mfrmuatv!frr«b . ..do. u* 

WjHihlw. 

Ctimrlngfiitsu — -5$pri.f*la*4i „g 

main ui 


§ 172.892 Food fttarrh^mndifinl. 

Food starch-modified os describe: m 
this section may be safely used In food 
The quantity of any substance employed 
to effect such modification shall not ex¬ 
ceed the amount reasonably required to 
accomplish the Intended physical or 
technical effect, nor exceed any limita¬ 
tion prescribed. To insure safe use of 
the food starch-modified, the label of the 
food additive container shall bear the 
name of the additive * food starch-modi¬ 
fied’* in addition to other information re¬ 
quired by the act. Food starch may be 
modified by treatment prescribed as 


follows: 

<a) Food starch may be acid- modified 
by treatment with hydrochloric acid or 
sulfuric acid or both. 

»b> Food starch may be bleacher by 
treatment with one or more of the 


following: 


Limitation r 


Active oxygen obtained 
from hydrogen perox¬ 
ide and, or peracetic 
acid, not to exceed 0 - 
45 percent of active 
oxygen. 

Ammonium persulfate, 
not to exceed 0.075 
percent and sulfur di¬ 
oxide. not to exceed 
0.05 percent. 

Chlorine, as sodium hy¬ 
pochlorite, not to ex¬ 
ceed 0.0062 pound of 
chlorine per pound of 
dry starch. 

Potassium permanga¬ 
nate, not to exceed 0 2 
percent. 


Residual manga * 
neee (calculated 

a* Mn). not to 
exceed 60 part* 
per million In 
food starch- 

modified- 


Sodium chlorite, not to -. 

exceed 0 ft percent. 
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tc) Food starch may bo oxidized by 
treatment with chlorine, as sodium hy¬ 
pochlorite. not to exceed 0 055 pound of 
chlorine per pound of dry starch. 

id) Food starch may be este rifled by 
treatment with one of the following: 


Limitations 

Acetic anhydride__ Acetyl groups in 

food starch- 
modified not to 
exceed 25 per¬ 
cent. 

Adipic anhydride, not to Do 

exceed 0.12 percent, 
and acetic anhydride. 

Mon< sodium orlhophos- Residual phos¬ 
phate. phate in food 

starch - modified 
not to exceed 
0.4 percent cal- 
cula ted as 
phosphorus. 


1-OctenyI succinic an¬ 
hydride, not to cxcocd 

3 percent. 

1-Ocienyl succinic an¬ 
hydride, not to exceed 
2 percent, and alu¬ 
minum sulfate, not to 
exceed 2 percent. 

Phosphorus oxychloride, 
not to exceed 0.1 per¬ 
cent. 

Phosphorus oxychloride, 
no: to exceed 0.1 per¬ 
cent, followed by either 
acetic anhydride, not 
to exceed 8 percent, or 
vinyl acetate, not to 
exceed 7.5 percent. 

Sodium trlmetaphos- 
phate. 


Scdlum tripolyphosphate 
and & odium trimeta- 

pheephato. 


Succinic anhydride, not 
to exceed 4 percent. 
Vinyl acetate. 


Acetyl groups in 
food starch- 
modified not 
to exceed 25 
percent. 


Reaidual phos¬ 
phate In food 
starch-mo d 1- 
fied not to ex¬ 
ceed 0.04 per¬ 
cent. # calcu¬ 
lated as phos¬ 
phorus. 

Residual p h o »- 
phate tn food 
starch-mod 1- 
fted not to ex¬ 
ceed 0.4 per¬ 
cent calculated 
as phosphorus. 


Acetyl groups In 
food stsreh- 
modified not to 
exceed 2 5 per¬ 
cent. 


•ei Food starch may be etherifled by 
treatment with one of the following: 


Acrolein, not to exceed 
percent. 

Epkhlorohydrln. not to 
exreed 05 percent, 
tp ') Jorohydrln, not to 
exceed 0 1 percent, com¬ 
bined with propylene 
oxide, not to exceed 10 
Percent. 


Eplchlorohydrin. not to 
exceed 0.1 percent, 
followed by propylene 
cxlde, not to exceed 25 
fervent. 

Propylene oxide, not to 
exceed 25 percent. 


Limitation* 


Residual propyl¬ 
ene chlorohy- 
drin not more 
than 5 parts 
per million In 
food starch- 
modified. 

Do. 


Do. 


if) Food starch may be esterified and 
ethcrifVcd by treatment with one of the 
following: 

Limitation* 


Acrolein, not to exceed 
06 percent and vinyl 
acetate, not to exceed 
75 percent, 

Eplchlorohydrin. not to 
exceed 05 percent, and 
acetic anhydride. 


Eplchlorohydrin, not to 
exceed 0 3 percent, and 
succinic anhydride, not 
to exceed 4 percent. 

Phosphorus oxychloride, 
not to exceed 0.1 per¬ 
cent. and propylene 
oxide, not to exceed 10 
percent. 


Acetyl groups In 
food starch- 
modlfied not to 
exceed 25 per¬ 
cent. 

Acetyl groups in 
food st arc h- 
modlfied not to 
exceed 25 per¬ 
cent. 


Residua) propyl¬ 
ene chlorohy- 
drin not more 
than 5 parts 
per million In 
food a tareh- 
modlficd. 


(g) Food starch may be modified by 
treatment with one of the following: 


Chlorine, as sodium hy¬ 
pochlorite. not to ex¬ 
ceed 0 055 pound of 
chlorine per pound of 
dry starch; 0.45 percent 
of active oxygen ob¬ 
tained from hydrogen 
peroxide: and propylene 
oxide, not to exceed 25 
percent. 

Sodium hydroxide, not to 
exceed 1 percent. 


Limitation* 
Residual propyl¬ 
ene chlorohy- 
drln not more 
than 5 parts 
per million in 
food starch- 
modlfied. 


ih> Food starch may be modified by a 
combination of the treatments prescribed 
by paragraphs (a) and/or <b> of this 
section and any one of the treatments 
prescribed by paragraph <c). id), <e) t 
if), or <g) of this section, subject to any 
limitations prescribed by the paragraphs 
named. 


§ IilS*)! Modified rotinn*r« d product* 

intruded for human consumption. 

The food additive modified cottonseed 
products may be used for human con¬ 
sumption in accordance with the follow¬ 
ing prescribed conditions: 

*a) The additive is derived from: 

11) Decorticated, partially defatted, 
croked. ground cottonseed kernels; or 

12) Decorticated, ground cottonseed 
kernels, in a process that utilizes 
n-hexane as an extracting solvent In 
mch a way that no more than 60 parts 
per million of n -hexane residues and 
less than l percent fat by weight remain 
in the finished product; or 

<3) Glandless cottonseed kernels 
roasted to attain a temperature of not 
kss Utan 250' F in the kernel for not less 
than 5 minutes for use as a snack food, 
or in baked goods, or in soft candy; or 
•4) Raw glandless cottonseed kernels 
may be used in hard candy where the 
kernel temperature during cooking will 
exceed 250* F for not less than 5 minutes. 

<b) The additive Is prepared to meet 
the following specifications: 

ii> Free gossypol content not to ex¬ 
ceed 450 parts per million. 


(2) It contains no added arsenic com¬ 
pound and therefore may not exceed a 
maximum natural background level of 
0 2 part per million total arsenic, calcu¬ 
lated as As. 

ici To assure safe use of the additive, 
the label of the food additive container 
shall bear, in addition to other informa¬ 
tion required by the act, the name of 
the additive as follows: 

(1) The additive identified in para¬ 
graph ia) <1) of this section as “par¬ 
tially defatted, cooked cottonseed flour". 

<2> The additive identified in para¬ 
graph ia) 1 2i of this section as "defatted 
cottonseed floor". 

(3) The additive identified in para¬ 
graph <a><3> of this section as "roasted 
gl&ndles cottonseed kernels". 

«4> The addiUve identified in para¬ 
graph <a>(4) of this section as "raw 
glandless cottonseed kernels for use in 
cooked hard candy". 

id) The Food and Drug Administra¬ 
tion and the Environmental Protection 
Agency have determined that glandless 
cottonseed kernels permitted for use by 
this section are a distinct commodity 
from glanded cottonseed. 

§ 172.896 Drird yeaili. 

Dried yeast < Saccharomyces cerevisiae 
and Saccharomyces fragile > and dned 
torula yeast i Candida utilis ) may be 
safely used In food provided the total 
folio acid content of the yeast docs not 
exceed 0 04 milligram per gram of yeast 
(approximately 0 008 milligram of 
pteroyglutamic acid per gram of yeast). 

§ 172,898 Baker* yeavt glycan. 

Bakers yeast glycan may be safely 
used in food in accordance with the 
following conditions: 

(a» Bakers yeast glycan is the com¬ 
minuted. washed, pasteurized, and dried 
cell walls of the yeast. Saccharomyces 
cerevisiae . It is composed principally of 
long chain carbohydrates, not less than 
85 percent on a dry solids basis. The 
carbohydrate is composed of glycan and 
mannan units In approximately a 2:1 
ratio. 

ib> The additive meets the following 
specifications on a dry weight basis: Less 
than 0.4 part per million ippm> arsenic, 
0.13 ppm cadmium, 0.2 ppm lead, 0.05 
ppm mercury. 0.09 ppm selenium, and . 
10 ppm zinc. 

(c> The viable microbial content of 
the finished ingredient is: 

(1 * Less than 10,000 organisms gram 
by aerobic plate count. 

<2> Less than 10 yeasts and molds/ 
gram. 

(3) Negative for Salmonella. E. eoli . co¬ 
agulate positive Staphylococci, Clostrid¬ 
ium perfringens. Clostridium botulitium. 
or any other recognized microbial patho¬ 
gen or any harmful microbial toxin. 

<d> The additive Is used or intended 
for use only in salad dressings as an 
emulsifier and emulsifier salt as defined 
in ( 170 3<o> (8) of this chapter, stabilizer 
and thickener as defined in f 170.3 <o> 
<28> of this chapter, or texturizer as 
defined in f 170.3io><32> of this chapter 
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at a maximum concentration of 5 per¬ 
cent. 

<o The label and labeling of the in¬ 
gredient shall bear adequate directions 
to assure that use of the ingredient com¬ 
plies with this regulation. 


p ART 173—SECONDARY DIRECT FOOO 
ADDITIVES PERMITTED IN FOOD FOR 
HUMAN CONSUMPTION 
Subpart A—Polymar Sob*t®r*ca» for Food 

173.6 Acrylate-aorylsmlde resins. 

173 10 Modified polyacrylamide r«ln. 

173 20 Ion-exchange membranes. 

173.25 Ion-exchange realm*. 

17340 Molecular sieve reams. 

173^0 polyvlnylpolypyrrolldone. 

17355 Polyvinylpyrrolidone. 

Sub part S—tnryme Preparation* and 
Microorganism! 

173.110 Amyloglucosldaae derived from 
RhUoput nfrena. 

173.120 Carbohydrate and cellulose derived 
from Aspergillus nigrr 

173.130 Carbohydrate derived from Rhizo - 
pus oryzac. 

173.135 Catalase derived from Microccocu* 
lysodeikticus. 

173.145 Alpha-OaiactoaldAse derived from 
Morteirella vinaceae var. rf/- 
ft na&fu tiltzer . 

173.150 Milk-clotting enzyme. 

173 150 Candida guiltier mondU. 

173.165 Candida lipolytica. 

Subpart C—Solvents, Lubricants, Release Agents 
and Related Substances 

173310 Acetone. 

173 220 1.3-Butylenc glycol. 

173 230 Ethylene dlchlortde. 

173 >40 Isopropyl alcohol 
173 250 Methyl alcohol residue®. 

173.255 Methylene chloride. 

173370 Hexane. 

173.276 Hydrogenated sperm oil 
173380 Solvent extraction process for 
citric acid. 

173.200 Trichloroethylene. 

Subpart D—Specific Usage Additives 

173310 Boiler water additives. 

173.315 Chemical* tiacd In washing or to 
assist In the lye peeling of fruit® 
and vegetables. 

173-320 Chemical for controlling microorga¬ 
nisms to cane-sugar and beet- 
sugar mills. 

173.340 Defoaming agents. 

173.346 Chloropentafluoroe thane. 

173 350 Combustion product ga®. 

173 355 Dlchlorodlfluororaethane 
173.360 Octafiuorocyclobutane 
173 386 Sodium methyl sulfate. 

AirritoaiTv: Secs. 409. 701. 52 8tat 1055- 
1056, 72 stat. 1785-1788 as amended (21 
VA C. 348. 371), unless otherwise noted. 

Subpart A —Polymer Substances for Food 
Treatment 

ft 173.5 Aerrlnlp-arrjlaniiclc rc*ln*. 

Acrylate-acrylamide resins may be 

safely used in food under the following 
prescribed conditions: 

<a> The additive consists of one of the 
following: 

(1> Acrylamide-acrylic acid resin (hy¬ 
drolyzed polyacrylamide) is produced by 
the polymerization of acrylamide with 
partial hydrolysis, or by copolymerlza- 
tion of acrylamide and acrylic acid, with 
the greater part of the polymer being 
composed of acrylamide units. 


<21 Sodium polyacrylatc-acrylamldc 

resin is produced by the polymer izatlon 
and subsequent hydrolysis of acryloni¬ 
trile in a sodium silicate-sodium hydrox¬ 
ide aqueous solution, with the greater 
part of the polymer being composed of 
acrylate units. 

*b> The additive contains not more 
than 0 05 percent of residual monomer 
calculated as acrylamide. 

<c> The additive Is used or intended 
for use a* follows: 

(1> The additive identified in para¬ 
graph (a) fl> of this section Is used as a 
flocculent in the clarification of beet 
sugar Juice and liquor or cane sugar 
Juice and liquor in an amount not to ex¬ 
ceed 5 parts per million by weight of the 
juice or 10 parts per million by weight 
of the liquor. 

<2> The additive identified in para¬ 
graph tax2) of this section is used to 
control organic and mineral scale in beet 
sugar juice and liquor or cane sugar Juice 
and Uquor in an amount not to exceed 
2.5 parts per million by weight of the 
juice or liquor. 

§ 173.10 Modified polyacrylamide min. 

Modified polyacrylamide resin may be 
safely used in food in accordance with 
the following prescribed conditions: 

(a> The modified polyacry lamide resin 
Is produced by the copolymerization of 
acrylamide with not more than 5-mole 
percent ^-meUiacrylyloxyethyltrimethyl- 
ammonium methyl sulfate. 

(b) The modified polyacrylamide resin 
contains not more than 0.05 percent 
residual acrylamide. 

<c> The modified polyacrylamide resin 
is used as a flocculent in the clarification 
of beet or cane sugar Juice in ail amount 
not exceeding 5 parts per million by 
weight of the Juice. 

(d> To assure safe use of the additive, 
the label and labeling of the additive 
shall bear, in addition to the other in¬ 
formation required by the act. adequate 
directions to assure use in compliance 
with paragraph <c) of this section. 

g 173.20 Inri-cvrlinncr mrmliranr**. 

Ion-exchange membranes may be safe¬ 
ly used In the processing of food under 
the following prescribed conditions: 

(a) The ion-exchange membrane is 
prepared by subjecting a polyethylene 
base conforming ttf S 177.1520 of this 
chapter to polymerization with styrene 
until the polystyrene phase of the base 
is not less than 16 percent nor more than 
30 percent by weight. The base is then 
modified by reaction with chloromethyl 
methyl ether, and by subsequent ainlna- 
tion with trimethylamine, dimethyl- 
amine, dlethylonetriamlne. or dimcthyl- 
ethanolamine. 

«b> The ion-exchange membrane is 
manufactured so as to comply with the 
following extraction limitations when 
subjected to the described procedure: 
Separate square-foot samples of mem¬ 
brane weighing approximately 14 grams 
each are cut into small pieces and re¬ 
fluxed for 4 hours in 150 cubic centi¬ 
meters of the following solvents: Dis¬ 
tilled water. 5 percent aCetic acid, and 50 
percent alcohol. Extraction from each 


sample will not exceed 0.4 percent by 
weight of sample. 

(c) The ion-exehange membrane wifi 
be used In the production of grapefruit 
juice to adjust the ratio of citric acid to 
total solids of the grapefruit juice pro¬ 
duced. 

§173.25 lon-fxfh*n*r rr>ln». 

Ion-exchange resins may be safely 
used in the treatment of food under the 
following prescribed conditions: 

(а) The ion-exchange resins are pre¬ 
pared in appropriate physical form, and 
consist of one or more of the following: 

cl) Sulfonated copolymer of styrene 
and divinylbenzene. 

(2) Sulfonated anthracite coal meet¬ 
ing the requirements of ASTM-D388-38, 
Class I. Group 2. 

(3) Sulfite-modified cross-linked phe¬ 
nol-formaldehyde. with modification re¬ 
sulting in sulfonic acid groups on side 
chains. 

<4» Mcthacrylic acld-divinylbene^e 
copolymer. 

(5) Cross-linked polystyrene, first 
chloromethyiated then aminated with 
trimethylamine. dlmethylamlne, diethyl- 
enetriamlne, or dlmethylethanolamine. 

(б) Dicthylenctrlamlnc. triethylene- 
tetramine. or tetraethylenepenUmme 
cross-linked with epichlorohydrin 

<7> Cross-linked phenol-formaldehyde 
activated with one or both of the follow¬ 
ing: Triethylcne tetramlne and tetra- 
ethylenepentamine. 

(8) Reaction resin of formaldehyde, 
acetone, and tetraethylenepentamtne. 

(9) Completely hydrolyzed copolymers 
of methyl acrylate and divinylbenzene. 

(10) Completely hydrolyzed tcrpoly- 
mers of methyl acrylate, divinylbenzene, 
and acrylonitrile. 

Ul> Sulfonated terpolymers of sty¬ 
rene, divinylbenzene. and acrylonitrile 
or methyl acrylate. 

• 12) Methyl acrylate-divinylbenzer.e 
copolymer containing not less than 2 per¬ 
cent by weight of divinylbenzene, amino- 
iyzed with dimethylaminopropylamlne 

(13) Methyl acrylate-dlvinylbenzene 
copolymer containing not less than 3.5 
percent by weight of divinylbenzene. 
amlnolyzed with dlmethylaminopropyla- 
mine. 

• c 14 > Epichlorohydrin cross-linked 
w ith ammonia. 

(15) Sulfonated tetrapolymer of 
styrene, divinylbenzene, acrylonitrile, 
and methyl acrylate derived from a mix¬ 
ture of monomers containing not more 
than a total of 2 percent by weight of 
acrylonitrile and methyl acrylate. 

(16) Methyl acrylate-dlvinylbenzene- 

dlcthylcnc glycol divinyl ether terpoly- 
mer containing not less than 3,5 percent 
by weight of divinylbenzene and not more 
than 0.6 percent by weight of diethylene 
glycol divinyl ether, amlnolyzed with 
dimethylaminopropylamlne. 

(17) Styrene - divinylbenzene cross- 
linked copolymer, first chloromethyiated 
then aminated with dlmethylamlne and 
oxidized with hydrogen peroxide whereby 
the resin contains not more than 15 per¬ 
cent by weight of vinyl NAf-dlmetnyi- 
benzylaminc-iV-oxide and not more than 
6.5 percent by weight of nitrogen. 
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(b) Ion-exchange resins are used In 
the purification of foods, including pota¬ 
ble water, to remove undesirable ions or 
to replace less desirable ions with one or 
more of the following: Bicarbonate, cal¬ 
cium* carbonate, chloride, hydrogen, hy¬ 
droxyl, magnesium, potassium, sodium, 
and sulfate except that: The ion- 
exchange resin identified in paragraph 

(a) (12) of this section is used only in 
accordance with paragraph (b)M> of 
this section, the lon-exchanse resin iden¬ 
tified in paragraph <a>(13) of this sec¬ 
tion is used only In accordance with 
paragraph (b)(2) of this section, the 
resin identified In paragraph (a) (16) of 
this section is used only In accordance 
with paragraph ib) (1) or (2) of this 
section, and the ion-exchange resin iden¬ 
tified in paragraph (a) (17) of this sec¬ 
tion is used only In accordance with 
paragraph (b)(3) of this section. 

(1) The ion-exchange resins identified 
In paragraph <a) (12) and (16) of this 
section are used to treat water for use 
In the manufacture of distilled alcoholic 
beverages, subject lo the following con¬ 
ditions: 

(1) The water Is subjected to treat¬ 
ment through a mixed bed consisting of 
one of the resins identified In paragraph 
(a> (12) or (16) of this section and one 
of the strongly acidic cation-exchange 
resins in the hydrogen form Identified In 
paragraph (a) (l). (2). and (11) of this 
section; or 

(il) The water is first subjected to one 
of the resins Identified In paragraph (a) 

1 12) or (16) of this section and is sub¬ 
sequently subjected to treatment through 
a bed of activated carbon or one of the 
strongly acidic cation-exchange resins 
In the hydrogen form Identified in para¬ 
graph (a) (l), (2). and (11) of this 
section. 

<lii> The temperature of the water 
passing through the resin beds Identi¬ 
fied in paragraph (b)(1) (1) and (il> of 
this section Is maintained at 30* C or 
less, and the flow rate of the water pass¬ 
ing through the beds is not less than 2 
gallons per cubic foot per minute 

Mv) The Ion-exchange resin s Identi¬ 
fied In paragraph (a) M2) or (16) of this 
section arc exempted from the require¬ 
ments of paragraph (c)(4) of this sec¬ 
tion, but the strongly acidic cation- 
rxchange resins referred to in paragraph 
<b)<l) (1) and (li) of this section u^ed In 
the process meet the requirements of 
paragraph (c)(4) of this section, except 
for the exemption described in paragraph 
of this section. 

(2) The ion-exchange resins identified 
In paragraph (a) (13) and M6) of this 
section are used to treat water and aque¬ 
ous food only of the types identified 
under categories I, II. and VI-B In tabic 
l of 4 176.170(c) of this chapter: Pro- 
tided, That the temperature of the water 
or food passing through the resin beds 
is maintained at 50* C or less and the 
flow rate of the water or food passing 
through the beds is not less than 0 5 gal¬ 
lon per cubic loot per minute. 

<3> The ion-exchnnge resin identified 
in paragraph (a) M7> of this section is 
used only for industrial application to 
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treat bulk Quantities of aqueous food. In¬ 
cluding potable water, or for treatment 
of municipal water supplies, subject to 
the condition that the temperature of 
the food or water passing through the 
resin bed is maintained at 25" C or less 
and the flow rate of the food or water 
passing through the bed is not less than 
2 gallons per cubic foot per minute. 

(c) To insure safe use of ion-exchange 
resins* each lon-exchange resin will be: 

(1) Subjected to pre-use treatment by 
the manufacturer and or the user In ac¬ 
cordance with the manufacturer's direc¬ 
tions prescribed on the label or labeling 
accompanying the resins, to guarantee a 
food-grade purity of lon-exchange 
resins, In accordance with good manu¬ 
facturing practice. 

(2) Accompanied by label or labeling 
to Include directions for use consistent 
with the Intended functional purpose of 
the resin. 

(3) Used in compliance with the label 
or labeling required by paragraph (c> (2> 
of this section. 

'4> Found to result In no more than 
1 part per million of organic extractives 
obtained with each of the named sol¬ 
vents. distilled water. 15 percent alcohol, 
and 5 percent acetic acid when, having 
been washed and otherwise treated In ac¬ 
cordance with the manufacturer's direc¬ 
tions for preparing them for use with 
food, the lon-exchange resin is subjected 
to the following test: Using a separate 
lon-exchange column for each solvent, 
prepare columns using 50 milliliters of 
the ready to use lon-exchange resin that 
is to be tested. While maintaining the 
highest temperature that will be encoun¬ 
tered in use pass through these beds at 
the rate of 350-450 milliliters per hour 
the three test solvents distilled water. J5 
percent (by volume) ethyl alcohol, and 
5 percent <by weight) acetic add. The 
first liter of effluent from each solvent is 
discarded, then the next 2 liters are used 
to determine organic extractives. The 
2-liter sample Is carefully evaporated to 
constant weight at 105' C; this is total 
extractives. This residue Is fired In a 
muffle furnace at 650* C to constant 
weight; this is ash. Total extractives, 
minus ash equals the organic extractives. 
If the organic extractives are greater 
than 1 pert per million of the solvent 
used, a blank should be run on the solvent 
and a correction should be made by sub¬ 
tracting the total extractives obtained 
with the blank from the total extractives 
obtained in the resin test. The solvents 
used are to be made as follows: 

Distilled water (de-lonl/cd water is distilled). 
IS percent ethyl alcohol made by mixing IS 
volume* of absolute ethyl alcohol A C 8 
reagent grade, with 85 volume* of distilled 
de-Ionized water. 

5 percent acetic acid made by mixing S parte 
by weight of A CS. reagent grade glacial 
acetic acid with 95 parte by weight of dl»- 
tilled dc-lent zed water. 

In addition to the organic extractives 
limitation prescribed in this paragraph, 
the ion-exchange resin identified in 
paragraph (a><17> of tills section, when 
extracted with each of the named sol¬ 
vents, distilled water, 50 percent alcohol. 
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and S percent acetic acid, will be found 
to result in not more than 7 parts per 
million of nitrogen extractives (calcu¬ 
lated as nitrogen) when the resin in the 
free-base form Is subjected to the follow¬ 
ing test immediately before each use: 
Using a separate 1-inch diameter glass 
ion-exchange column for each solvent, 
prepare each column using 100 miUUttera 
of ready to use lon-exchange resin that 
Is to be tested. With the bottom outlet 
closed, fill each lon-exchange column 
with one of the three solvents at a tem¬ 
perature of 25" C until the solvent level 
is even with the top of the resin bed. 
Seal each column at the top and bottom 
and store In a vertical position at a tem¬ 
perature of 25* C. After 96 hours, open 
the top of each column, drain the solvent 
into a collection vessel, and analyze each 
drained solvent and a solvent blank for 
nitrogen by a standard micro-Kjeldahl 
method. 

<d) The Jori-exchonge resins identified 
in paragraph <a» M). (2). (11). and M5) 
of this section are exempted from the 
acetic add extraction requirement of 
paragraph <c>‘4» of this section. 

(e) Acrylonitrile copolymers Identified 
In this section shall comply with the 
provisions of 4 180.23 of this chapter. 

§173.10 Mulerular min*. 

Molecular sieve resins may be safely 
used in the processing of food under the 
following prescribed conditions: 

(a) The molecular sieve resins consist 
of purified devtran having an average 
molecular weight of 40,000. cross-linked 
w ith epichlorohydrin In a ratio of 1 part 
of dextr&n to 10 parts A epichlorohy¬ 
drin. to give a stable three dimensional 
structure. The resins have a pore size of 
2.0 to 3.0 milliliters per gram of dry resin 
(expressed in terms of water regain), 
and a particle size of 10 to 300 microns. 

(b) Tlie molecular sieve resins are 
thoroughly washed with potable water 
prior to their first use in contact with 
food. 

(c) Molecular sieve resins are used as 
the gel filtration media in the final puri¬ 
fication of partially dclnctosed whey. The 
gel bed shall be maintained in a sani¬ 
tary manner in accordance with good 
manufacturing practice so as to prevent 
microbial build-up on the bed and adult¬ 
eration of the product. 

§ 173.30 Polyriny Ipolypyrrolidonr* 

The food additive polyvlnylpolypyr- 
rolldone may be safely used in accord¬ 
ance with the following prescribed con¬ 
ditions: 

(a) The additive Is a homopolymer of 
purified vlnylpyiTolJdone catalytlcally 
produced under conditions producing 
polymerization and cross-linking such 
that an insoluble polymer is produced 

(b) The food additive Is so processed 
that when the finished polymer is re¬ 
fluxed for 3 hours with water. 5 percent 
acetic acid, and 50 percent alcohol, no 
more than 50 parts per million of ex¬ 
tractable* is obtained with each solvent. 

(c) It is used or Intended for use as 
a clarifying agent in beverages and vine¬ 
gar. followed by removal with filtration. 


MOMAl REGISTER. VOl. 47. NO 50—-TUISOAY. MARCH 15. 19X7 















11528 


RULES AND REGULATIONS 


§ 173.55 Polyvinylpyrrolidone. 

The food additive polyvinylpyrrolidone 
may be safely used In accordance with 
the following prescribed conditions: 

<a> The additive Is a polymer of puri¬ 
fied vlnylpyrrolidone catalytically pro¬ 
duced. having an average molecular 
weight of 40.000 and a maximum un¬ 


saturation of 1 percent, calculated us 
the monomer, except that the polyvinyl¬ 
pyrrolidone used in beer Is that having 
an average molecular weight of 360,000 
and a maximum unsaturatlon of 1 per¬ 
cent. calculated as the monomer. 

(b> The additive is used or intended 
for use in foods as follows: 


food 

Beer ____— 

Flavor concentrates in tablet form.. 

Nonnutrltlve sweeteners In concen¬ 
trated liquid form. 

Nonnutrltlve sweeteners In tablet 
form. 

Vitamin and mineral concentrates in 
liquid form. 

Vitamin and mineral concentrate# In 
tablet form. 

Vinegar ——-—- 

Wine.—.. 


Limitations 

As a clarifying agent, at a residual level not to exceed 
10 parts per million. 

As a tablet!ng adjuvant In an amount not to exceed 
good manufacturing practice. 

An a stabilizer, bodying agent, and dispersant. In 
an amount not to exceed good manufacturing 
practice. 

As a tabletlng adjuvant In an amount not to ex¬ 
ceed good manufacturing practice. 

As a stabilizer, bodying agent, and dispersant, in 
an amount not to exceed good manufacturing 
practice. 

Aa a tabletlng adjuvant In an amount not to ex¬ 
ceed good manufacturing practice. 

As a clarifying agent, at a residual level not to exceed 
40 parts per million. 

Aa a clarifying agent, at a residual level not to exceed 
60 parti per million. 


Subpart B—Enzyme Preparations and 
Microorganisms 

§ 173.110 Amyloglucoftidafte derived 
from Rhizopus mVeui. 

Amyloglucosidase enzyme product, 
consisting of enzyme derived from Rhi¬ 
zopus niveus. and dlatomaceous silica as 
a carrier, may be safely used In food in 
accordance with the following condi¬ 
tions: 

(a) Rhizopus niveus is classified as fol¬ 
lows: Class, Phycomycetes; order. Muco¬ 
rales; family. Mucoraceae; genus. Rhi¬ 
zopus; species, nircua. 

(b> The strain of Rhizopus niveus Is 
non pathogenic and non toxic in man or 
other animals. 

(c> The enzyme Is produced by a 
process which completely removes the 
organism Rhizopus niveus from the 
amyloglucosidase. 

(d> The additive is used or intended 
for use for degrading gelatinized starch 
Into constituent sugars, in the production 
of distilled spirits and vinegar. 

<e> The additive is used at a level not 
to exceed 0.1 percent by weight of the 
gelatinized starch. 

$ 173.120 Carbohrdrasr and rrllula** 
derived from At per gill us nigrr. 

Carbohydrate and cellulose enzyme 
preparation derived from Aspergillus 
nigrr may be safely used in food In ac¬ 
cordance with the following prescribed 
conditions: 

(a) Aspergillus niger Is classified as 
follows: Class, Deuteromycetes: order, 
Monlliales; family. Monlllaceae; genus. 
Aspergillus; species, niger . 

fb> The strain of Aspergillus niger is 
non pathogenic and nontoxic In man or 
other animals. 

(c> The additive is produced by a proc¬ 
ess that completely removes the orga¬ 
nism Aspergillus niger from the carbohy¬ 
drate and cellulose enzyme product. 


(d) The additive is used or intended 
for use os follows: 

(1) For removal of visceral mass (bel¬ 
lies) in clam processing. 

(2) As an aid in the removal of the 
shell from the edible tissue In shrimp 
processing. 

(e> The additive Is used In an amount 
not in excess of the minimum required 
to produce its intended effect. 

% 173.130 Carbohydrate derived from 
Rhiropus oryzae, 

Carbohydrase from Rhizopus oryzae 
may be safely used in the production of 
dextrose from starch in accordance with 
the following prescribed conditions: 

(a) Rhizopus oryzae is classified as 
follows: Class. Phycomycetes: order, 
Mucorales; family, Mucoraceae: genus. 
Rhizopus; species. Rhizopus oryzae. 

(b) The strain of Rhizopus oryzae is 
nonpathogenic and nontoxic. 

(c) The carbohydrase Is produced un¬ 
der controlled conditions to maintain 
nonpathogenlclty and nontoxicity. In¬ 
cluding the absence of aflatoxin. 

(d> The carbohydrase is produced by 
a process which completely removes the 
organism Rhizopus oryzae from the car¬ 
bohydrase product. 

le> Tlie carbohydrase Is maintained 
under refrigeration from production to 
use and is labeled to Include the neces¬ 
sity of refrigerated storage. 

§ 173.135 Catalase derived from Micro- 

coccus lytuxlcikticu j. 

Bacterial catalase derived from Micro¬ 
coccus lysodeikticus by a pure culture 
fermentation process may be safely used 
In destroying and removing hydrogen 
peroxide used In the manufacture of 
cheese, in accordance with the following 
conditions. 

(a) The organism Micrococcus tyso- 
deikticus from which the bacterial cata¬ 
lase is to be derived is demonstrated to 
be nontoxic and non pathogenic. 


(b) The organism Micrococcus lyso¬ 
deikticus is removed from the bacterial 
catalase prior to use of the bacterial 
catalase. 

<c> The bacterial catalase is used in 
an amount not In excess of the minimum 
required to produce its intended effect. 

§ 173.145 Alplia-Ca!acto*»da*e derived 
frt»m Morieirdla r in acme var. ro/- 
ft nosrutil i*rr. 

The food additive alpha-galactosida?e 
and parent mycelial microorganism Mor- 
tierella vinactae var. rafflnoseutilizer 
may be safely used in food in accordance 
with the following conditions: 

<a) The food additive is the enzyme 
alpha-galactosid&se and the mycella of 
the microorganism Mortierella vinacrae 
var. rafflnoseutilizer which produces the 
enzyme. 

<b> The non pathogenic microorga¬ 
nism matches American Type Culture 
Collection (ATCC) No. 20034” and is 
classified as follows: 

Class: Phycomycetea. 

Order: Mucorales. 

Pamlly: Mortlerellaceae. 

Oenui: Mortierella. 

Species: vinaceae. 

Variety: rajjlnoieaftflier. 

(c) The additive is used or Intended 
for use in the production of sugar 
(sucrose) from sugar beets by addition 
as mycelial pellets to the molasses to In¬ 
crease the yield of sucrose, followed by 
removal of the spent mycelial pellets by 
filtration. 

id) The enzyme removal Is such that 
there are no enzyme or mycelial residues 
remaining In the finished sucrose. 

§ 173.150 Milk-clolling enxytiie. 

Milk-clotting enzyme produced by 
pure-culture fermentation process may 
be safely used In the production of cheese 
in accordance with the following pre¬ 
scribed conditions: 

<a> Milk-clotting enzyme Is derived 
from one of the following organisms by 
a pure-culture fermentation process: 

<1> Endothia parasitica classified as 
follows: Class. Ascomycetgs; order. 

Sphaerlales; family. Diaporthacesae: 
genus. Endothia; species, parasitica. 

(2) Bacillus cere us classified as fol 

lows: Class. Schtzomycctcs; order. 

Eubacterialea; family. Baclllaceae 
genus. Bacillus; species, cereus (Frank- 
land and Frankland). 

(3) Afwcor pus ill us Lindt classified as 
follows: Class, Phycomycetes; subclass. 
Zygomycetes; order. Mucorales; family. 
Mucoraceae; genus. Mucor; species, pu- 
sillus; variety. Lindt. 

(4) Mucor michei Cooney ct Emerson 
classified as follows: Class. Phycomy¬ 
cetes: subclass. Zygomycetes; order. 
Mucorales; family. Mucoraceae; genus. 
Mucor; species, miehei; variety. Cooney 
et Emerson. 

<b> The strains of organism identi¬ 
fied in paragraph <a> of this section are 


« Available from: American Type Culture 
Collection, 12301 Parklawn Drive. Rockville 
MD 20652 
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nonpathogenic and nontoxic in man or 

other animals. 

<c) The additive U produced by a proc¬ 
ess that completely removes the gener¬ 
ating organism from the railk-clotting 
enzyme product. 

(d> The additive Is used In an amount 
not in excess of the minimum required 
to produce its Intended effect in the 
production of those cheeses for which it 
is permitted by standards of identity es¬ 
tablished pursuant to section 401 of the 
act. 

§ 173.160 Candida guiltier mondii. 

The food additive Candida guillier- 
mondii may be safely used as the or¬ 
ganism for fermentation production of 
citric acid in accordance with the fol¬ 
lowing conditions: 

(a) The food additive is the enzyme 
system of the viable organism Candida 
ouWtrrmon&ii and its concomitant me¬ 
tabolites produced during the fermenta¬ 
tion process. 

<b) (1) The nonpathogenic and non- 
toxlcogenlc organism descending from 
strain. American Type Culture Collec¬ 
tion (ATCC) No. 20474,“ Is classified as 

follows: 

Cifc*a: Deuteromycetes. 

Order: Mont Hales 
Family: Cryptococcaceae. 

Genus: Candida. 
species: guilHermondU 
Variety: guilliermondU. 

(2) The taxonomic characteristics of 
the reference culture strain ATCC No. 
20474 agree in the essentials with the 
standard description for Candida guil- 
hermondii variety ouUliermondii. listed 
in 'The Yeasts—A Taxonomic Study." 2d 
ed . 1970,“ by Jacomina Lodder. 

*0(1) The additive is used or in¬ 
tended for use as a pure culture in the 
fermentation process for the production 
of citric acid using an acceptable aqueous 
carbohydrate sub6trate. 

<2> The organism Candida quilller - 
mondii is made nonviablc and is com¬ 
pletely removed from the citric acid dur¬ 
ing the recovery and purification process. 

<d) The additive is so used that the 
citric acid produced conforms to the 
specifications of the "Food Chemicals 
Codex." 2d ed.. 1972.“ 

173.165 Candida Upolytica. 

The food additive Candida Upolytica 
may be safely used as the organism 
for fermentation production of citric 
acid in accordance with the following 

conditions: 

<a) The food additive is the enzyme 
system of the organism Candida Upo- 
Jyfica and its concomitant metabolites 
produced during the fermentation 

process. 


,l Copies may be obtained from: The Na¬ 
tional Academy of Sciences, 3101 Conslltti- 
tlCn Ave NW . Washington. D C 20037 
’Available from: American Type Culture 
Collection, 12301 Parklawn Drive. Rockville. 
MU 20852. 

Copies may be obtained from: Director. 
Division of Food and Color Additive*. Bureau 
irf 00 **' 200 c 8t sw • Washington. DC. 
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(b) Cl> The nonpathogenic organism 
is classified as follows: 

Claw: Deuteromycetes. 

Order: Monlllales. 

Family: Cryptococcaeeae. 

Genua: Candida. 

Species: lipolytlca. 

(2) The taxonomic characteristics of 
the culture agree in the essentials with 
the standard description for Candida 
lipolytica variety Upolytica, listed in The 
Yeasts—A Taxonomic Study . 2d Ed. 
0970) “ by Jacomina Lodder. 

<c> The additive is used or intended 
for use as a pure culture in the fermen¬ 
tation process for the production of citric 
acid from purified normal alkanes. 

<d) The additive is so used that the 
citric acid produced conforms to the 
specifications of the Food Chemicals 
Codex. 2d Ed. 0972)“ and meet the fol¬ 
lowing ultraviolet absorbance limits 
when subjected to the analytical proce¬ 
dure described in this paragraph: 


Ultraviolet absorbance per 
centimeter path length: Maximum 

280 to 289 millimicrons.... 0. 25 

290 to 299 millimicrons...__0.20 

300 to 359 millimicrons.0. 13 

360 to 400 millimicrons_0.03 


Analtttcal Pnoccouac roa Crraic Acid 
general instructions 

Because of the sensitivity of the teat, the 
possibility of errors arising from contamina¬ 
tion la great. It la of the greatest Importance 
that all glassware be scrupulously cleaned to 
remove all organic matter such as oil. grease, 
detergent residue*, etc. Examine all glass¬ 
ware Including stoppers and stopcocks, 
under ultraviolet light to detect any resid¬ 
ual fluorescent contamination. As a pre¬ 
cautionary measure it 1a recommended prac¬ 
tice to rinse all glassware with purified Iso¬ 
octane Immediately before use. No grease la 
to be used on stopcocks or joints. Great care 
to avoid contamination of-citric acid sam¬ 
ples In handling La essential to assure ab¬ 
sence of any extraneous material arising 
from Inadequate packaging. Because some 
of the polynuclear hvdrocarbona sought In 
this test are very susceptible to photo-oxi¬ 
dation. the entire procedure is to be carried 
out under subdued light. 

APPARATUS 

1. Aluminum foil, oil free. 

2. Separatory funnels. 500-mlUtmer capac¬ 
ity. equipped with tetrafluoroethylene poly¬ 
mer stopcocks. 

3. Chromatographic tubes: (a) 80-mllJI- 
meter ID x 900-millimeter length equipped 
with tetrafluoroethylene polymer stopcock 
and course fritted disk; <b) 18-millimeter 
ID x 300-mllllmeter length equipped with 
tetrafluoroethylene polymer stopcock 

4 Rotary vacuum evaporator. Bucht or 
equivalent 

8. Spectrophotometer—Spectra] range 250- 
400 nanometers with spectral silt width of 
2 nanometers or leas; under Instrument op¬ 
erating conditions for these absorbance 
measurements, the spectrophotometer shall 
also meet the following performance re¬ 
quirements: 

Absorbance repeatability. ±0.01 at 0 4 ab¬ 
sorbance. 

Wavelength repeatability. -*-0.2 nanometer 

Wavelength accuracy. ±14) nanometer 

The spectrophotometer Is equipped with 
matched 1 centimeter path length quartz 
microcuvettes with 0 S-milUllter volume ca¬ 
pacity. 
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6- Vacuum oven, minimum Inside dimen¬ 
sions: 200 mm x 200 mm x 300 mm deep 

REAGENTS AND MATERIALS 

Organic solvents. All solvents used 
throughout the procedure shall meet the 
specifications and tests described In this 
specification. The methyl alcohol. Isooctane, 
benzene, hexane and 1,2-dlchloroethane des¬ 
ignated In the list following this paragraph 
shall pass the following test. 

The specified quantity of solvent is added 
to a 250-mllUlltcr round bottom flask con¬ 
taining 0 5 milliliter of purified n-hexadecane 
and evaporated on the rotary evaporator at 
45* C to constant volume. Six milliliters of 
purified isooctane are added to this residue 
and evaporated under the same conditions 
as above for 5 minute*. Determine the ab¬ 
sorbance of the residue compared to puri¬ 
fied n-hexadecane as reference The absorb¬ 
ance of the solution of the solvent residue 
shall not exceed 003 per centimeter path 
length between 280 and 299 nanometer* and 
0.01 per centimeter path length between 300 
and 400 nanometers. 

Methyl alcohol. A CS. reagent grade. Use 
100 milliliters for the teat described In the 
preceding paragraph If necessary, methyl 
alcohol may be purified by distillation 
through a Vlrgreaux column discarding the 
first and last ten percent of the distillate or 
otherwise. 

Bensr.ne. spectrograde (Burdick and Jack- 
son Laboratories. Inc .. Muskegon. Mich., or 
equivalent). Use 80 milliliters for the test. 
If necessary, benrene may be purified by 
distillation or otherwise. 

Isooctane i2.2.4*trimcth\lpentane). Use 
100 mill!]Iter* for the te*t If necessary. Iso¬ 
octane may be purified by passage through 
a column of activated silica gel. distillation 
or otherwise. 

Hexane, spectrograde t Burdick and Jack- 
son Laboratories. Inc. Muskegon. Mich., or 
equivalent). Use 100 milliliters for the test. 
If necessary, hexane may be purified by dis¬ 
tillation or otherwise. 

1.2-Dirhtoroethane spectrograde ( Mathe- 
son, Coleman and Bell, East Rutherford. NJ.. 
or equivalent). Use 100 milliliters for the 
test Tf necessary. 1.2-d!chloroethane may be 
purified by distillation or otherwise. 

xi.tmwo MUTuar.r, 

1. 10 percent I 2-dichloroethane la hexane. 
Prepare by mixing the purlfted solvents In 
the volume ratio of 1 part of 1,2-dlchloro- 
ethane to 9 part* of hexane. 

2 40 percent benzene In hexane . Prepare 
by mixing the purtfled solvent* in the vol¬ 
ume ratio of 4 part* of benzene to 8 part* of 
hexane. 

n-Hexadecane. 99 percent olefln-free. De¬ 
termine the absorbance compared to too- 
octanc as reference The absorbance per cen¬ 
timeter path length shall not exceed 0.00 In 
the range of 280-400 nanometers. If neces¬ 
sary. n-hexadecane may be purified by per¬ 
colation through activated silica gel. distil¬ 
lation or otherwise. 

ffllira gel, 29-200 mesh IGrade 12. Davison 
Chemical Co . flafflmore MD. or eqtih'alcnf). 
Activate as follows: Slurry 900 grams of 
silica gel reagent with 2 liters of purified 
water In a 3-l!ter beaker. Cod the mixture 
and pour Into a 80 x 900 chromatographic 
column with coarse fritted disc. Drain the 
water, wa&h with an additional 6 liters of 
purified water and wash with 3.800 milli¬ 
liters of purlfted methyl alcohol at a rela¬ 
tively slow rate Drain all of the sdvent* and 
transfer the silica gel to an aluminum foil- 
lined drying dish. Place foil over the top of 
the dish. Activate in a vacuum oven at low 
vacuum (approximately 750 millimeter* Mer¬ 
cury or 27 tnche* of Mercury below atmos¬ 
pheric pressure | at 173* to 177* C for at 
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least 20 hours. Cool under vacuum and store 
to an amber bottle. 

Sodium ft* If ate. anhydrous. A-CS. reagent 
grade . This reagent should be washed with 
purified Uooctone. Check the purity of this 
reagent os described In f 172 886 of this 
chapter. 

Water, purified. A1I water used must meet 
the specifications of the following test: 

Extract 600 milliliters of water with SO 
milliliters of purified isooctane Add 1 milli¬ 
liter of purified n-hexadecane to the Isooc¬ 
tane extract and evaporate the resulting 
solution to 1 milliliter. The absorbance of 
this residue shall not exceed 0.02 per centi¬ 
meter path length between 300-400 nanom¬ 
eters and 0.03 per centimeter path length 
between 280-299 nanometers If necessary, 
water may be purified by distillation, extrac¬ 
tion with purified organic solvents, treatment 
with an absorbent (eg. activated carbon) 
followed by filtration of the absorbent or 
otherwise. 

raoccDrac 

Separate portions of 200 milliliter# of 
purified water are taken through the proce¬ 
dure for use u control blanks. Bloch citric 
acid sample 1# proceeded as follows: Weigh 
200 grams of anhydrous citric acid into a 
500 milliliter flask and dissolve in 200 milli¬ 
liters of pure water. Heat the solution to 
60 » c and transfer to a 500 milliliter separa¬ 
tory tunnel Rinse the flask with 50 milli¬ 
liters of isooctane and add the uooctane to 
the separatory funnel. Gently •hake the mix¬ 
ture 90 times (caution: vigorous shaking 
Will cause emulsions) with periodic release 
of the pressure caused by shaking. 

Allow the phases to separate for at least 
5 minutes. Draw off the lower aqueous layer 
into a second 500-mlllUlter separatory fun¬ 
nel and repeat the extraction with a second 
aliquot of 50 milliliters of isooctane. After 
reparation of the layers, draw off and discard 
the water layer. Combine both Isooctane ex¬ 
tract* in the funnel containing the first ex¬ 
tract Rinse the funnel which contained the 
second extract with 10 milliliters of leooc- 
tone and add this portion to the combined 
isooctane extract. 

A chromatographic column containing 58 
grams of silica gel and 3 gram* of anhydrous 
sodium sulfate t* prepared for each citric 
acid sample as follows: Pit 18 x 300 column 
with a small glass wool plug Rinse the Inside 
of the column with 10 milliliters of purified 
Isooctane Drain the Isooctane from the 
column Pour 5 5 grams of activated silica 
gel into the column. Tap the column ap¬ 
proximately 20 times on a semisoft. clean 
surface to settle the silica gel. Carefully pour 
3 grams of anhydrous sodium sulfate onto 
the top of the silica gel In the column 

Carefully drain the Isooctane extract of the 
citric acid solution Into the column in a 
series of additions while the isooctane is 
draining from the column at an elution rate 
of approximately 3 milliliter* per minute 
Rinse the separatory funnel with 10 milli¬ 
liters of Isooctane after the last portion of 
the extract has been applied to the column 
and add this rinse to the column After all 
of the extract has been applied to the column 
and the solvent layer reaches the top of the 
aulfate bed. rinse the column with 25 milli¬ 
liters of isooctane followed by 10 milliliters 
of a 10-percent dlcbloroethane in hexane 
solution. Por each rinse solution, drain the 
column until the solvent layer reaches the 
top of the sodium sulfate bed Discard the 
rinse solvents. Place a 250-mlllUlter round 
bottom flask containing 05 milliliter of 
purified n-hexadecane under the column. 
Elute the polynuclear aromatic hydrocarbon* 
from the column with 30 milliliters of 40- 
percent benzene In hexane solution. Drain 
the eluate until the 40-percent benzene In 


the hexane solvent reaches the top of the 
sodium sulfate bed. 

Evaporate the 40-percent benzene in hex¬ 
ane eluate on the rotary vacuum evaporator 
at 45* C until only the n-hexadecane residue 
of 05 milliliter remains. Treat the n-hexa- 
decane residue twice with the following wash 
step: Add 6 milliliters of purified Isooctane 
and remove the solvents by vacuum evapora¬ 
tion at 45* C to constant volume. I*., 05 
milliliter. Cool the n-hexadecane residue and 
transfer the solution to an 05-mllllllter 
microcuvette. Determine the absorbance at 
this solution compared to purified n-hexa¬ 
decane as reference. Correct the absorbance 
values for any absorbance derived from the 
control reagent blank. If the corrected ab¬ 
sorbance does not exceed the limit* pre¬ 
scribed. the samples meet the ultraviolet 
absorbance specifications. 

The reagent blank is prepared by using 
200 milliliters of purified water in place of 
the citric acid solution and carrying the 
water sample through the procedure. The 
typical control reagent blank should not ex¬ 
ceed 0.03 absorbance per centimeter path 
length between 280 and 299 nanometers. 0.02 
absorbance per centimeter path length be¬ 
tween 300 and 359 nanometers, and 0.01 
absorbance per centimeter path length be¬ 
tween 360 and 400 nanometers. 

Subpart C—Solvent*, Lubricant*. Release 
Agents and Related Substances 

§ 173.210 Acetone. 

A tolerance of 30 parts per million Is 
established for acetone In spice oleoresins 
when present therein as a residue from 
the extraction of spice. 

§ 173.220 1,3-Butylene glyrol. 

1.3-Butylene glycol (l,3-butanediol> 
may be safely used In food In accordance 
with the following prescribed conditions: 

<a> The substance meets the follow¬ 
ing specifications: 

(D 1.3-Butylcne glycol content: Not 
less than 99 percent. 

(2) Specific gravity at 20/20* C: 1.004 
to 1.006. 

<3> Distillation range: 200*-215* C. 

(b> It is used in the minimum amount 
required to perform Its Intended effect. 

♦(c> It Is used as a solvent for natural 
and synthetic flavoring substances except 
where standards of Identity issued under 
section 401 of the act preclude such use. 

§ 173.230 Kthylene dirhlorulr. 

A tolerance of 30 parts per million 
is established for ethylene dichloride In 
spice oleoresins when present therein 
as a residue from the extraction of spice: 
Provided* however. That if residues of 
other chlorinated solvents are also pres¬ 
ent the total of all residues of such 
solvents shall not exceed 30 parts per 
million. 

§ 173.2 tO Isopropyl alcoliol. 

Isopropyl alcohol may be present in the 
following foods under the conditions 
specified: 

<a> In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 50 parts per million. 

(b> In lemon oil as a residue In pro¬ 
duction of the oil. at a level not to exceed 
6 parts per million. 

(c> In hops extract as a residue from 
the extraction of hops at a level not to 


exceed 2.0 percent by weight: Provided. 
That, 

(I> The hops extract Ln added to the 
wort before or during cooking in the 
manufacture of beer. 

(2> The label of the hops extract 
specifies the presence of the Isopropyl 
alcohol and provides for the use of the 
hops extract only as prescribed by para¬ 
graph (c)(l> of this section. 

§ 173.230 Methyl alcohol residue*. 

Methyl alcohol may be present in the 
following foods under the conditions 
specified: 

<a> In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 50 parts per million. 

(b> In hops extract as a residue from 
the extraction of hops, at a level not to 
exceed 2.2 percent by weight; Provided . 
That: 

(1) The hops extract ts added to the 
wort before or during cooking In the 
manufacture of beer. 

<2> The label of the hops extract 
specifies the presence of methyl alcohol 
and provides for the use of the hops ex¬ 
tract only as prescribed by paragraph 
(b)(1) of this section. 

§ 173.233 Methylene chloride. 

Methylene chloride may be present in 
food under the following conditions: 

(a) In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 30 parts per million: Pro¬ 
vided. That, If residues of other chlori¬ 
nated solvents are also present, the total 
of all .residues of such solvents shall not 
exceed 30 parts per million. 

<b> In hops extract as a residue from 
the extraction of hops, at a level not to 
exceed 2.2 percent. Provided. That: 

(1) The hopd*extract Is added to the 
wort before or during cooking In the 
manufacture of beer. 

(2> The label of the hops extract iden¬ 
tifies the presence of the methylene 
chloride and provides for the use of the 
hops extract only as prescribed by para¬ 
graph (b)(1) of this section. 

(c) In coffee as a residue from its use 
as a solvent in the extraction of caffeine 
from green coffee beans, at a level not 
to exceed 10 parts per million (0.001 per¬ 
cent) in decaffeinated roasted coffee and 
In decaffeinated soluble coffee extract 
(Instant coffee). 

§ 173.270 Ilexnne. 

Hexane may be present in the follow¬ 
ing foods under the conditions specified 
<a) In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 25 parts per million. 

<b) In hops extract as a residue from 
the extraction of hops, at a level not to 
exceed 2.2 percent by weight; Provided 
That: 

(!) The hops extract is added to the 
wort before or during cooking In the 
manufacture of beer. 

(2) The label of the hops extract 
specifies the presence of the hexane and 
provides for the use of the hops extract 
only as prescribed by paragraph <b> (P 
of this section. 
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§ 173.275 IlydroKfnatrd •prrm oil. 

The food additive hydrogenated sperm 
oil may be safely used in accordance 
with the following prescribed conditions: 

(a> The sperm oil is derived from ren¬ 
dering the fatty tissue of the sperm 
whale or Is prepared by synthesis of fatty 
acids and fatty alcohols derived from 
the sperm whole. The sperm oil ob¬ 
tained by rendering is refined. The oil 
ts hydrogenated. 

<b) It is used alone or as a component 
of a release agent or lubricant in bakery 

pans. 

(c) The amount used does not exceed 
that reasonably required to accomplish 
the intended lubricating effect 

§ 173-280 Sohciit rslrarlinn pro«’c*% for 
citric arid. 

A solvent extraction process for recov¬ 
ery of citric acid from conventional As¬ 
pergillus niffer fermentation liquor may 
be safely used to produce food-grade cit¬ 
ric acid in accordance with the follow¬ 
ing conditions: 

<a> The solvent used in the process 
consists of a mixture of n-octyl alcohol 
meeting the requirements of $ 172.864 of 
this chapter, synthetic Lsoparaffinic pe¬ 
troleum hydrocarbons meeting the re¬ 
quirements of | 172.882 of this chapter, 
and tridodecyl amine. 

<b) The component substances are 
used solely as a solvent mixture and in a 
manner that does not result in forma¬ 
tion of products not present in conven¬ 
tionally produced citric acid. 

<c> The citric acid so produced meets 
the specifications of the Pood Chemicals 
Codex, 2d Ed. <1972) 11 and supplements 
thereto, and the polynuclear aromatic 
hydrocarbon specifications of 5 173.165. 

<d) Residues of n -octyl alcohol and 
synthetic isoparaffin ic petroleum hydro¬ 
carbons are removed in accordance with 
good manufacturing practice. Current 
good manufacturing practice results in 
residues not exceeding 16 parts per mil¬ 
lion <ppm> n-octvl alcohol and 0.47 ppm 
synthetic isoparaffin ic petroleum hydro¬ 
carbons in citric acid. 

<e) Tridodecyl amine may be present 
as a residue in citric acid at a level not 
to exceed 100 parts per billion. 

(Sec*. 201 (s), 409. 710(a), 52 Stat. 1055. 72 
8 ut 1784 1 788, aa amended (21 U S C. 321(5). 
348. 371(a)).) 

§ 1/3.290 Trichloroethylene. 

Tolerances are established for residues 
of trichloroethylene resulting from its 
use as a solvent in the manufacture of 
foods as follows: 

Decaffeinated ground 25 part* per million, 
coffee. 

Decaffeinated soluble 10 part* per million. 
(Instant) coffee 
extract. 

*plce oleorcslnsr.. ... 30 parts per million 

(provided that if 
residues of other 
chlorinated sol¬ 
vent* are also 
present, the total 
of all residue* of 
•uch solvents In 
spice ol cores! ns 

shat! not exceed 
30 parts per mil¬ 
lion ). 
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Subpart D—Specific Usage Additives 
§ 173.310 Boiler water Additives. 

Boiler water additives may be safely 
used in the preparation of steam that 
will contact food, under the following 
conditions: 

<a> Tlie amount of additive is not in 
excess of that required for its functional 
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purpose, and the amount of steam in 
contact with food does not exceed that 
required fo produce the intended effect 
in or on the food. 

<b> The compounds are prepared from 
substances identified In paragraphs ic) 
and «d) of this section, and are subject 
to the limitations, if any, prescribed: 
(cl List of substances: 


Acrylamide-sodium acrylate resin—............. 

Ammonium alginate_.__....... 

Cobalt sulfate (a* catalyst)_ 

Llgnosulfonic acid.... 

Monobutyl ethers of polyethylene-polypropylene 
glycol produced by random condensation of a 
1:1 mixture by weight of ethylene oxide and 
propylene oxide with butanol. 

Polyethylene glycol_____..... 

Polyoxypropylene glycol______ 

Potassium carbonate_______..... 

Potassium tripoly phosphate____ 

Sodium acetate_..............._ 

Sodium alginate__........._..._ 

Sodium alumlnate_......_........._ 

Sodium carbonate_ —...._....... 

Sodium carboxymethylcellulose_...._ 


Sodium glucoheptonate........ 

Sodium bexametaphosph&te______ 

Sodium humate__......._......... 

Sodium hydroxide_____ 

Sodium Ugnosulfonate_ 

Sodium metAiilJleate—........_................ 

Sodium metabtsulfUe__...._......._... 

Sodium nitrate___...._......... 

Sodium phosphate (mono-, d!-, trl-)_..... 

Sodium polymcrylate_____ 

Sodium poly methacrylate_......... _ 

Sodium silicate_...................._..._ 

Sodium sulfate.....—.............. 

Sodium sulfite (neutral or alkaline)......_..... 

Sodium til polyphosphate_..................... 

Tannin (Including quebracho extract)_ 

Tetrasodlum EDTA_...._________ 

Tetrasodtum pyrophosphate_____ 


Limitations 

Contains not more than 0.03 percent by 
weight of acrylamide monomer. 


Minimum mol. wt. 1,500. 


As defined In | 172.820 of this chapter. 
Do. 


Contains not 1 ess than 95 percent so¬ 
dium carboxymethylcellulose on a 
dry-weight ba*ls. with maximum 
substitution of 0 9 carboxymethyl 
groups per anhydroglucose unit, and 
with a minimum viscosity of 15 cen- 
tipoLses for 2 percent by weight aque¬ 
ous solution at 25* C: such determi¬ 
nations to be made by methods pre¬ 
scribed In Food Chemicals Codex 
(Second EdiUon) •* monograph for so¬ 
dium carboxymethyl-cellulose. 

Less than 1 part per million cyanide in 
the sodium glucoheptonate. 


<d> Substances used alone or in combination with substances in paragraph <c) 
of this section: 


Lfmttsftoiit 

Cyclohexylamine __.......................... Not to exceed 10 parts per million In 

steam, and excluding use of such 
steam in contact with milk and milk 
products. 

Dlethylamlnoethanol-- —Not to exceed 15 parts per million In 

steam, and excluding use of such 
steam in contact with milk and milk 
products. 

Hydrazine .............—............—..—.... Zero In steam 

Morpholine-...— Not to exceed 10 parts per million In 

steam, and excluding use of such 
steam in contact with milk and milk 
products. 

Octadecylamine -...--- Not to exceed 3 parts per million In 

steam, and excluding use of such 
steam In contact with milk and milk 
products 

Trtsodlum nI trilot rlacetate. Not to exceed 5 parts per million In 

boiler feedwater; not to be used 
where steam will be in contact with 
milk and milk products. 


n Copies may be obtained from: The National Academy of 8 ctencea, 2101 Constitu¬ 
tion Ave. NW.. Washington, DC 20037. 
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(e> To assure safe use of the additive. 
In addition to the other information re¬ 
quired by the act. the label or labeling 
shall bear: 

(1) The common or chemical name or 
names of the additive or additives. 

<2> Adequate directions for use to as¬ 
sure compliance with all the provisions 
of this section. 

§ 173.315 Chemical* u*cd in washing 
or to a»»i*t in the lye pcrling of fruit* 
and xrgrtablr*. 


Sr.btfiwt 


Chemicals may be safely used to wash 
or to assist in the lye peeling of fruits 
and vegetables in accordance with the 
following conditions: 

ia> The chemicals consist of one or 
more of the following: 

<1> Substances generally recognized 
as safe in food or covered by prior sanc¬ 
tions for use in washing fruits and vege¬ 
tables. 

Substances identified in this sub- 
paragraph and subject to such limita¬ 
tions as are provided: 


LimUst»n» 


A minor* of alk> W»n# o«M* adduct* of alkyl alrohot* and 
photphate rsterj of alk ylcnc ax hi# Marti of Alkyl aW- 
Ivob rmuitiiny of a-alkyl (CtrCV>-*'nff«-i>ydrT>iy-potv 
(ovyrthylmr) C7JMJI moh' poly (oxypropjk-nr) block 
oopolymrr having an motocukr * eight of 810; 

••olkyi (Cu-f'»«>-«iAcp**fi>droxy-poly (avyethylenri 
HHy molej) polymer hiring an Average mowular 
w«>qriit of 3A0, Ana aubtrquvfiUy fjtcflhrd with Ul 
molr* plvosphoric anhydride; and ••Alkyl (Cm-C, 0* 
<nwrv*-h\ drvixypoly (nydhykiv) ill.A-12.* t«olr»J/ 
poly <oxvpropyl*ru»> copolymer. having an average 
molecular weight of 810. And subsequently wtvrlfted 
with 1.24 rooJ** phondioric Anhydride 
Aliphatic wid mlittar* connktflt* of Tulrrfr. mproic, 
e riant hie. mpr> lie. awl prlargoiuc Add*. 

Polyacrylamide.*. 

f’otAJMlttm bromide... ... 

Sodium »t-alk) l>i* nxenr ■nilJot’-at* (Alkyl grrtmp predomi¬ 
nantly On And C*i And not lr® than tt percent C* to 
C»*>. 

Sodmm dodecylhentene-vuUonite (Alkyl group predomi¬ 
nantly L’u And not lew than U5% Cm to Cm). 

Sodium 2 rtkyMHDl iuliale .. 

Sodium hypoehlortt*. ... 

Sodium mono- and dl-mtthyl naphthalene nillonau* 
(mot WL 24S-20Q), 


May he used at a lev*! not In exceed a? percent In lye* 
peeling oolutton to assist In the lye peeling of fruits 
and r rye t abler. 


May be used at a level not to exceed 1 percent In lye* 
prelim solution to a»n; la the lye p**bu* of fruits 
ami vegetable*. 

Not to exceed 10 p.p.m. In waab w»ier. Contain* not 
more than 0.2 percent arr> lamide monomer. 

Not to exceed 0'J percent In wash water. May be used 
in washing or to assist in tire lye prelim of /rolls and 
vegetable*. 

Do. 

Do. 

Not to exceed 0.2 percent in wash water. May be used In 
the xraxhim or to assist to the lye peeling of fruits and 
vegetables. 


(b> The chemicals are used in amounts 
not in excess of the minimum required 
to accomplish their intended effect. 

(c> The use of the chemicals is fol¬ 
lowed by rinsing with potable water to 
remove, to the extent possible, residues 
of the chemicals. 

<d> To assure safe use of the additive: 

(1) The label and labeling of the addi¬ 
tive container shall bear, in addition to 
the other information required by the 
act. the name of the additive or a state¬ 
ment of its composition. 

(2) The label or labeling of the addi¬ 
tive container shall bear adequate use 
directions to assure use in compliance 
with all provisions of this section. 

§ 173.320 Chemical for controlling 
microorganism* in canr-AUgar and 
brr«-»ugar mills. 

The food additives disodium cyanodi- 
thloimidocarbonate. disodium ethylene- 
bisdithiocarbamate. ethylenediamlne. 
potassium /V-methyldlthiocarbamate. 
and sodium dlmethyldlthlocarbamate 
may be safely used in accordance with 
the following conditions: 

(a) They are used in the control of 
microorganisms in cane-sugar and/or 
beet-sugar mills as specified in para¬ 
graph (b) of this section. 

(b) They are applied to the sugar mill 
grinding system in one of the combina¬ 
tions listed in paragraph (b) <l>,(2>,or 

(3) of this section. Quantities of the 
Individual additives in parts per million 
are expressed in terms of the weight of 
^aw cane or raw beets. 


(1> Combination for cane-sugar mills: 

Parti per 
million 

Disodlum cyanodlthlolmldocorbouatc.... 2.5 

Ethylenediamlne_._._1.0 

Potassium N-methyldtthlocarhamate-3.5 

(2) Combination for cane-sugar mills: 

Parts per 
million 

Diaodlum ethyleneblsdlthloearbamate_3.0 

Sodium dlmethyldlthlocarbamate_3.0 

<3> Combinations for cane-sugar mills 
and bept-sugar mills: 

Parti per 
million 

(I) Disodlum eUiylenebladmilocarba- 


mate _...... 3.0 

Ethylenediamlne___3.0 

Sodium dlmethyldlthlocarbamate_3.0 

(U) Disodlum cyenodnhlolmidocarbou- 
ate ....2. 9 


Parti per 
million 

Potassium N-methyldlthlocarhamate—. 4.1 

(c) To assure safe use of the additives, 
their label and labeling shall conform to 
that registered with the Environmental 
Protection Agency. 

§ 173.340 Drfoaming agent*. 

Defoaming agents may be safely used 
in processing foods, in accordance with 
the following conditions: 

(a) They consist of one or more of 
the following: 

(1> Substances generally recognized 
by qualified experts as safe in food or 
covered by prior sanctions for the use 
prescribed by this section. 
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(2) Substances listed In this paragraph <qm 2> of this section, subject to any 
limitations Imposed: 


.9%ibHano’t 


i'’,ni«ihy!pdvsiloflMw Onto Ian t (ally free Crotn bydrotys- 
ftMr chloride arxl alkoxy groups; do man titan IS percent 
ln« In wrfcht oiler Beeline 4 hours at 20CT C; viscosity 
<**) <vntL<t4>k«i at rrfrarilre Index 1.400 1.404 

at 2S* C>. 


Y'S tuoKJvb} d* 


lv4yacrylfe acid, wxllmn salt 


• utrethylana final.—. 

loljcsvsthylene 40 monosUarml*. 

idyeorbele 60—.. - 

> olywirtialt ___ 

>irnr ctycol al*lnat«.._-* 

t* l>coo dioxide—-- 

JWhltan i 


Whlu mineral oil' ConlorxDlng with 1172.178 of this 

rMaptar. 


HI poit« par millioo In food, or at such tare] In a ooocatT 
lotted food that when prepared m directed on the aha 1 
the food In Us ready-for-coamtnptlon state will hart 
not more than 10 parts jw null loo except as follows: 
Zero in milk: 110 part* per mlllkm In dry gelatin 
dmwt ml tea labeled for om whereby oo more than 10 
jaris per million Is present In the ready-to-aerre 
dessert; 2V> tart* per million In mil labeled for oookinc 
puipof s. whereby no man than 10 parts par mlllkm 
Is prwwnt in the cooked food. 

As a prewcvstlve in deluamlnx agents contain! nr 
tBmclhylr»oly«lIo\ane, In an amount not exeeedlnc 1.0 
percent or Use diraei)i\ipulysOotaoe content. 

As a nabUJter and thickener in deloaralny agents con 
taininc dl methyl pal rallaxane In an amount reason* 
aWy remitted to arcomptbh the Intended effect. 

As defined in II72.4Q0 of lliii chapter. 

As defined In UJLP. XVI. 

As defined In I 173.490 oC this chapter. 

As defined In j 173.43s of ihb chapter. 

As defined in ( 172SAH of this chapter. 

As defined in j 173.4SO of this chapter. 

As defined In ft 172.M2 of this chapter. 

Aj a component of <Woam)ng agents for use In wash 
water for sliced potatoes at a level not to exceed 0.008 
percent of the wash water. 


(3) Substances listed in this paragraph (a)(3), provided they are components 
of defoaming agents limited to use in processing beet sugar and yeast, and sub¬ 
ject to any limitations Imposed: 


9nkf«w/i /..harfaftona 


A iu mitwnn stearate.. 

Butyl stearate. 

BUS_JJ__ 

BUT... 


ravium s_.MMOTHP 

Fatty acids.... 

^ nnaldehyde. 

I ; iroiylatad lecithin... 

I Kvproul alcohol......... 

MuMuUii stearate_.......... 

JM i rural oil: Conforming with ft 113438 of this chapter_ 

Oderkns Ur hi petroleum hydrooar tons. CoofcnrUnf with 
I 172J84 of this chapter. 

i 1 1 rolatum: Conforming with ft 172.880 of this chanter.., 
Petroleum was: Coofortninc with ft 172.886 of ibis chapter. 

Fetroftsm was. synthetic-. 

FwabeUo Isoparilflnk petroleum hydrocarbons: Con 
farmttt with | 172AW of thb chapter. 

Oleic acid derived from tall ofl fatly adds- 

Oiystearfo.—. 

K tya&yetbylene (600) 4Mnl«.. 

‘ clyoxyetbvieoe (600) monocle ii»o]«at* ...... . 

Polypropylene glycol...... 

1 lysoehau 80 ..... . 

I’oiasstum stearate___..........._.... 

Propylene glycol mono- and dlcetera of feta and fatty 
arius. 

Soybean ell Batty adds, hydrosylated.-.— 

Tallow, hydrogenated, oxidised or miffed.. 

Tallow alcohol, hydrogenated.... 


As defined in ft 172J&3 of this chapter. 

As an antioxidant, not to exceed 0.1 pereent by weight 
of defoamar. 

As an antioxidant, not to exceed 0.1 percent by weight 
of defoamer. 

Ai defioed In ft 172661 of this chapter. 

As defined In ft 172A60 of this chapter. 

As a pcsaer vs Uva. 

As defined in ft 1734U4 of this chapter. 

As defined In ft 1724*3 of this chapter. 


Not more than 1M ppm. In yeast, measured is hydro 
carbons. 


Complying with 1 172 Ml of thb chapter. 
As defined in ft 17X8X6 of lids chapter. 


Molecular weight range. 1.300-?,«0. 
As defined In ft 173JWO of this chapter. 
As defined to I 172 J63 of thb chapter. 
As defined In ft I776S6 of thb chapter. 


(4) The substance listed in this para¬ 
graph (a)(4), provided it Is a compo¬ 
nent of defoamlng agents limited to use 
in processing beet sugar only, and sub¬ 
ject to the limitations Imposed : 

Substance Limitations 

n Butoxypolyoxysth- Molecular weight 
vlcne polyoxypropyl- range. 3.800-4.100 

ene glycol. (hydroxyl deter¬ 

mination). 

•b> They arc added in an amount not 
in excess of that reasonably required to 
inhibit foaming. 

s 173,315 Oiloroprntsfluoroctlianc. 

The food additive chloropentafluoro- 
ethane may be safely used in food In ac¬ 
cordance with the following prescribed 
conditions: 

<a) The food additive has a purity of 
not leas than 99.07 percent, and contains 
not more than 200 parts per million satu¬ 
rated fluoro compounds and 10 parts per 


million unsaturated fluoro compounds 
as Impurities. 

(b) The additive is used or intended 
for use alone or with one or more of the 
following substances: Carbon dioxide, 
nitrous oxide, propane, and octafluoro- 
cyclobutane complying with 8 173.360, 
as a propellant and aerating agent for 
foamed or sprayed food products except 
for those standardized foods that do 
not provide for such use. 

(c) To assure safe use of the additive: 

(1) The label of the food additive con¬ 
tainer shall bear, in addition to the other 
information required by the act, the 
following: 

(i) The name of the additive, chloro- 
pentafluorocthane. with or without the 
parenthetical name “Food Propellant 
115". 

(ii) The percentage of the additive 
present in the case of a mixture. 

iili> The designation “food grade". 


(2) The label or labeling of the food 
additive container shall bear adequate 
directions for use. 

§ 173.350 Gimbuxtion product gax. 

The food additive combustion product 
gas may be safely used In the processing 
and packaging of the foods designated 
in paragraph (c) of this section for the 
purpose of removing and displacing oxy¬ 
gen in accordance with the following 
prescribed conditions: 

(a) The food additive is manufactured 
by the controlled'combustion in air of 
butane, propane, or natural gas. The 
combustion equipment shall be provided 
with an absorption-type Alter capable of 
removing possible toxic impurities, 
through whioh all gas used in the treat¬ 
ment of food shall pass; and with suit¬ 
able controls to insure that any com¬ 
bustion products failing to meet the 
specifications provided In this section 
will be prevented from reaching the food 
being treated. 

(b) The food additive meets the fol¬ 
lowing specifications: 

(1) Carbon monoxide content not to 
exceed 4.5 percent by volume. 

(2) The ultraviolet absorbance in iso¬ 
octane solution in the range 255 milli¬ 
microns to 310 millimicrons not to ex¬ 
ceed one-third of the standard reference 
absorbance when tested as described in 
paragraph (e) of tills section. 

(c) It Is used or intended for use to 
displace or remove oxygen in the proc¬ 
essing. storage, or packaging of beverage 
products and other food, except fresh 
meats. 

(d) To assure safe use of the additive 
in addition to the other Information re¬ 
quired by the act. the label or labeling 
of the combustion device shall bear ade¬ 
quate directions for use to provide a 
combustion product gas that complies 
with the limitations prescribed in para¬ 
graph (b) of this section, including 
Instructions to assure proper filtration. 

<e) The food additive Is tested for 
compliance with paragraph (b)(2) by 
the following empirical method: 

Spectropho tome trie measurements. All 
measurements are made In an ultraviolet 
spectrophotometer In optical cells of 6 cen¬ 
timeters In length, and In the range of 255 
millimicrons to 310 millimicrons, under the 
same instrumental conditions. The standard 
reference absorbance U the absorbance At 
275 millimicrons of a standard reference so¬ 
lution of naphthalene (National Bureau of 
Standards Material No. 677 or equivalent In 
purity) containing a concentration of 1.4 
milligrams per liter In purified lsooctane. 
measured against isooctane of the same spec¬ 
tral purity In 5-centimeter celts (This ab¬ 
sorbance will bo approximately 030.) 

Solvent. The solvent used Is pure grade 
lsooctane having an ultraviolet absorbance 
not to exceed 0.05 measured against distilled 
water as a reference. Upon passage of puri¬ 
fied Inert gas through some isooctane under 
tho identical conditions of the test, a lower¬ 
ing of the absorbance value has been ob¬ 
served. The absorbance of Isooctane to be 
used In this procedure shall not be more than 
0.02 lower in the range 255 millimicrons to 
310 millimicrons, inclusive, than that of tho 
untreated solvent as measured In a 5-centi¬ 
meter cell. If necessary to obtain the pre¬ 
scribed purities, the isooctane mav be passed 
through activated silica gel. 
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Apparatus, To amur* reproducible result*, 
the additive Is passed Into the isooctane so¬ 
lution through a gas-absorption train con¬ 
sisting of the following components and 
necessary connections: 

1 . A gna llow meter with a range up to 30 
liters per hour pro Tided with a constant dif¬ 
ferential relay or other device to maintain 
a constant flow rate independent of the In¬ 
put pressure. 

2. An absorption apparatus consisting of 
an inlet gas dispersion tube Inserted to the 
bottom of a covered cylindrical vessel with a 
suitable outlet on the vessel for effluent goa. 
The dimensions and arrangement of tube 
and vessel are such that the Inlet tube in¬ 
troduces the gas at a point not above 5% 
Inches below the surface of the solvent 
through a sintered glass outlet. The di¬ 
mensions of the vessel ore such, and both 
inlet and vessel are so designed, that the gas 
can be bubbled through 00 milliliters of 
lsooctane solvent at a rate up to 30 liters per 
hour without mechanical loss of solvent. 
The level corresponding to 60 milliliters 
should be marked on the vessel. 

3. A cooling bath containing crushed Ice 
and water to permit immersion of the ab¬ 
sorption vessel at least to the solvent level 
mark. 

Caution. The various parts of the ab¬ 
sorption train must be connected by gas- 
tight tubing and Joints composed of mate¬ 
rials which will neither remove components 
from nor add components to the gas stream. 
The gas source la connected in scries to the 
flow-rate device, the flow meter, and the 
absorption apparatus in that order. Ventila¬ 
tion should be provided for the effluent gases 
which may contain carbon monoxide. 

Sampling procedure. Immerse the gmi- 
absorption apparatus containing 60 milli¬ 
liters of Isooctane In the coolant bath so 
that the solvent la completely immersed. 
Cool for at least 16 minutes and then pass 
120 liters of the test gas through the ab¬ 
sorption train at a rate of 30 liters per 
hour or lees. Maintain the coolant bath at 
0* C throughout. Remove the absorption Tea¬ 
sel from the bath, disconnect, and warm to 
room temperature. Add isooctane to bring 
the contents of the absorption vessel to 00 
milliliter*, and mix. Determine the absorb¬ 
ance of the solution In the 6-centimeter cell 
in the range 255 millimicrons to 310 milli¬ 
microns, Inclusive, compared to Uooetane. 
The absorbance of the solution of combus¬ 
tion product gas shall not exceed that of the 
tsooctano solvent at any wavelength In the 
specified range by more than one-third of 
the standard reference absorbance. 

§ 173,335 TlicItloroHunromrlhanr. 

The food additive dichlorodlfluoro- 
methnne may be safely used In food In 
accordance with the following pre¬ 
scribed conditions: 

(a) The additive has a purity of not 
less than 99 97 percent. 

Cb) It Is used or Intended for use. In 
accordance with good manufacturing 
practice, as a direct-contact freezing 
agent for foods. 

(c) To assure safe use of the additive: 

(1) The label of Its container shall 
bear. In addition to the other Informa¬ 
tion required by the act. the following: 

(1) The name of the additive, dichlo- 
rodifluoromethane, with or without the 
parenthetical name "Pood Freezant 12". 

(U) The designation "food grade". 

(2) The label or labeling of the food 
additive container shall bear adequate 
directions for use. 


S 173.360 Octafluorocyclobutj»nc. 

The food additive octafluorocyclobu - 
tone may be safely used as a propellant 
and aerating agent in foamed or sprayed 
food products in accordance with the 
following conditions: 

(a) The food additive meets thr fol¬ 
lowing specifications: 

99.99 percent octofluorocyclobutanc 

Lobs than 0.1 port per million fluoro- 
olefln*. calculated os perfluorolsobutylene. 

(b) The additive is used or intended for 
use alone or with one or more of the fol¬ 
lowing substances: Carbon dioxide, ni¬ 
trous oxide, and propane, as a propellant 
and aerating agent for foamed or sprayed 
food products, except for those standard¬ 
ized foods that do not provide for such 
use. 

(ci To assure safe use of the additive: 

<1> The label of the food additive 
container shall bear, in addition to the 
other Information required by the act* 
the following: 

(I» The name of the additive, octa- 
iluorocyciobutane. 

(ID The percentage of the additive 
present in the cose of a mixture. 

(iii) The designation "food grade". 

The label or labeling of the food 
additive container shall bear adequate 
directions for use. 

§ 173 . 38.7 Sodium methyl Milfalr. 

Sodium mcUiyl sulfate may be present 
in pectin in accordance with the follow¬ 
ing conditions, 

(a) It Is present as the result of 
methylation of pectin by sulfuric acid 
and methyl alcohol and subsequent 
treatment with sodium bicarbonate. 

<b* It does not exceed 0.1 percent by 
weight of the pectin. 


PART 174—INDIRECT FOOD ADDITIVES: 

GENERAL 

Sac. 

174.5 General provision* applicable to in¬ 
direct food additive*. 

AuTHomrrr: Sec. 409. 72 Stat 1785-1785 aa 
amended (21 U3.C. 348. 371), 

§ 17*1.5 General provision* applicable lo 
indirect food additive*. 

(a) Regulations prescribing conditions 
under which food additive substances 
may be safely used predicate usage under 
conditions of good manufacturing prac¬ 
tice. For the purpose of this part and 
Parts 175. 176. and 177 of this chapter, 
good manufacturing practice shall be 
defined to include the following restric¬ 
tions: 

(1) The quantity of any food additive 
substance that may be added to food as 
a result of use In articles that contact 
food shall not exceed, where no limits are 
specified, that which results from use of 
tlie substance in an amount not more 
than reasonably required to accomplish 
the Intended physical or technical effect 
In the food-contact article: shall not ex¬ 
ceed any prescribed limitations; and 
shall not be Intended to accomplish any 
physical or technical effect in the food 


itself, except as such may be permitted 
by regulations In Parts 170 through 189 
of this chapter. 

<2i Any substance used as a compo¬ 
nent of articles that contact food shall 
be of a purity suitable for its Intended 
use. 

<b» The existence in the Subchaphr 
B of a regulation prescribing safe con¬ 
ditions for the use of a substance as an 
article or component of articles that 
contact food shall not be construed to 
relieve such use of the substance or ar¬ 
ticle from compliance with any other 
provision of the Federal Food, Drug, and 
Cosmetic Act Fox example. If a regulated 
food-packaging material were found on 
appropriate test to impart odor cm* taste 
to a specific food product such as to 
render it unfit within the meaning of 
section 402<a> (3) of the act. the regula¬ 
tion would not be construed to relieve 
such use from compliance with section 
402<aH3). 

ici The existence In this Subchapter B 
of a regulation prescribing safe condi¬ 
tions for the use of a substance as an 
article or component of articles that 
contact food shall not be construed as 
implying that such substance may be 
safely used as a direct additive in food. 

(d> Substances that under conditions 
of good manufacturing practice may be 
safely used as components of articles that 
contact food include the following, sub¬ 
ject to any prescribed limitations: 

(1) Substances generally recognized as 
safe in or on food. 

(2) Substances generally recognized 
as safe for their Intended use in food 
packaging. 

(3) Substances used In accordance 
with a prior sanction or approval. 

(4) Substances permitted for use by 
regulations tn this part and Parts 175, 
176, 177. 178 and | 179.45 of this chap¬ 
ter. 


PART 175— INDIRECT FOOD ADDITIVES: 
ADHESIVE COATINGS AND COMPONENTS 

Subp«rt A—| Reserved] 

Subpart B—Substance* for Um Only at 
Component* of Adhesive* 

175*106 Adhesive*. 

175.125 Pressure-aenaltlve adhesive*. 

Subpart C—Subtlancat for Um at Component* 
of Coatings 

175.310 Acrylate ester copolymer coating* 

175.230 Rot-melt atrlppoble food coating* 

175.250 Paraffin (synthetic). 

175 260 Partial phosphoric ackl ester# of 
’ polyester resins. 

175.270 Poly (vinyl fluoride) realm. 

175 300 Heal noun and polymeric coating*. 

175.320 Renin oils and polymeric coating# for 
polyolefin Aims 

176.360 Vinyl acetate/crotonlc acid copoly¬ 
mer. 

173350 VinylIdene chloride copolymer coat¬ 
ings for nylon film. 

X75365 Vlnylldene chloride copolymer coat¬ 
ings for polycarbonate film. 

175380 Xylene-formaldehyde reatna con¬ 
densed with 4 . 4 '-Uopropylldene- 
dtphenol-eplchlorobydrln epoxy 
reatna. 
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SfrC 

175 390 Zinc-silicon dioxide matrix coat¬ 
ings. 

AirrHoamr: 8eoi 409. 701, S3 SUt. 1058- 
1058 as amended. 73 3tat 1785-1788 aa 
.imended (31 UJ5C, 348. 371). unUwi other¬ 
wise noted. 

Subpart A —[Reserved] 

Subpart B— Substances for Use Only as 
Components of Adhesives 

g 175.103 Adhesive*. 

(a> Adhesives may be safely used as 
• (imponent* of articles intended for use 
In packaging, transporting, or holding 
food in accordance with the following 
prescribed conditions: 

(1) The adhesive is prepared from one 
or more of the optional substances 
named in paragraph <c> of this section, 
subject to any prescribed limitations. 

(2) The adhesive is either separated 
from the food by a functional barrier or 
used subject to the following additional 
limitations: 

<1> In dry foods . The quantity of ad¬ 
hesive that contacts packaged dry food 
vhall not exceed the limits of good manu¬ 
facturing practice. 

ill) In fatty and aqueous foods, (a) 
The quantity of adhesive that contacts 
packaged fatty and aqueous foods shall 
not exceed the trace amount at scams 
and at the edge exposure between pack¬ 
aging laminates that may occur within 
the limits of good manufacturing prac¬ 
tice. 

<b) Under normal conditions of use 
the packaging seams or laminates will 
remain firmly bonded without visible 
separation. 

<b> To assure safe usage of adhesives, 
the label of the finished adhesive con¬ 
tainer shall bear the statement “food- 
packaging adhesive”. 

<c> Subject to any limitation pre¬ 
scribed in this section and in any other 
regulation promulgated under section 409 
of the act which prescribes safe condi¬ 
tions of use for substances that may be 
employed as constituents of adhesives, 
the optional substances used In the for¬ 
mulation of adhesives may Include the 
following: 

<1» Substances generally recognized 
as safe for use in food or food packaging. 

'2> Substances permitted for use in 
adhesives by prior sanction or approval 
find employed under the specific condi¬ 
tions of use prescribed by such sanction 
oi approval. 

( 3> Flavoring substances permitted 
for use in food by regulations in this 
port, provided that such flavoring sub¬ 
stances are volatilized from the ad¬ 
hesives during the packaging fabrica¬ 
tion process. 

Color additives approved for use 
in food. 

•5) Substances permitted for use in 
adhesives by other regulations in this 
subchaptcr and substances named in this 
subparagraph: Provided, however , That 
•*ny substance named in this subpara- 
cra Ph and covered by a specific regula¬ 
tion in this subchapter, must meet any 
' Pecifications in such regulation. 


s'uUtm rtt 


AMrtle arid ___ _ 

A toloot . .. . 

Arc toneurro-fonnaM’-hyd* term . . . .. . . 

•V Acetyl elhanoJamin*.. .. ._ 

Acetyl tributyl citrate ...... . 

Acetyl methyl ritxolc_ . . ... 

Albumin, blood... . .... . . 

4 f2 |J <Vwlkoiy <Cu-C,i) ethoxy) etbuiy1| etbylj dteodi’ 
urn auf&Muccinate. 

I Alkyl (Ce—am J twvS ftini no- \ ir ojiane mODOMW^ 

Alkylated (C# and/or t’«) phenols .__ 

Alkyl (Cy-Cta bSttMl ___ _ __ _ 

Alkyl <i'irC n ) dliuHhyli*nryl ammonium cliloride..—,. 
•-AikytP**;. Ci«. Cm or Ctt) dimethyl (ethylbenxyi) 
ammonium eyidoltetylsutlkmate. 

Alkyl kcteiu>dliurrx an described in 117<U2oof thin chapter. 

Alkyl (CVf’n) naphthalene .. r _._.. 

laniino- propane dad______ 

Aluminum .... ........ 

Aluminum aretete ......... . 

Almindi . 

Aluminum poUsUttm silicate .... 

A’-0-AnuiMM tbyt-comnisnniiiiopropyl tmuethoxyttlane.. 

S-tAniiMmirthyl)4^>tiimHhylryclohrKylarolnc . 

A rnltiomrthv (propanol ____ 

Aminomuui Iwuxiwte 
Ammonium MfluiiriiP 


Ammouhira borate 
AmmoaUum eitrat# . 

Ammonium pmuUrUe. ... 

Ammonium poly acrylate_ 

Ammonium potassium hytlroroo phosphate... 

Ammonium tUilro-fltiorklf. .. 


Am limn iu in suUamat* 

' i.in.. mate... . . 

Amtnonhau Biioaulibte. . . 

Amyl acetate. 

Arthydrot Ultaihapllltld .. 

Animal do- m dreenbed in I 17&J130 o# this chapter.. 

2-Ant hnu|tiknon* sulfonic arid, sodium salt... 

Antimony oxide.,,..... 

Asbestos ...... .___. 

.Asphalt, paraffinic ami naphthenic.. 

Axelalr arid.,.......... 

Aio-Ao-feenhutyroaltrll*.... 

isolate rubber..... 

Hiumm or rtat-.... 

Uarium peroxide.... 

Barium sulfate.«... 

Bentonite.•... 

JUnirtw ^ntol)_... 

HenxothiaiyldlnilAdr . 


VtensoO pertnhle.. 

Uenrvi alcohol 
llenryl t*n&oule 

Benzyl bmmoocetaie_ 

& Rwotosyplnool.t. 

HA fbutylated hydroryanimla).._ _ 

BUT thutybied hydrotyloloonoi. 

Blmlof2£.1Th«|it-2•onoAmathyl acrylate 

2-Biphwiyl diphenyl phosphate.. . 

1H isi.M»em ot h lai < .fy Imnrcaptomathyl) ur«a. 

4.4'-Hha.f*-riitnr tbylU'niylhJlplvenyUmlno.. 

.‘.Mils n-miUhyltetptiuliH^lbp-craiol. 

Bi.vtrt n butylHn) oxide. .. 

Hfxtrtrhlnrometbvl mi Tone < ’ A. Registry No. 300470H. . 

ibvie m:::: irirnmmmmzrzriiiiiimnmnnr 

i^HaisiwUol ........ 

UHutanediol,......... 

!.4-Hutam»ltol modiifed with adipic acid. 

Butoxy polyol by letw po!jr|iroplrena glycol tmotorular 
weiiAit tMKM^Ub). 

Butyl areiale... .. .. 

Butyl acetyl ricinotrat*....... 

Butyl akubol . . 

Hut> liiterh nymuitM rtrwftb i«toiiiiAcd .n | 178.2010 »b) 
n( thi« chapter. 

Butyl beu/mre 
linlyl tirnryl pitiliiilirr 
Bin >:»!••<-> i jihihalal*. 


1 3 hui>U.V- Hlvcold. vljfcobc or id copolymer 
4,4^But)UdrnehW<WrrM’tttyPmcr*«oll . 


Butyl lartutr 

Butviortyl pdlltnUU. 

{ ►-/rrt-Hi»iyI|*i>eiiyj ^aUcylate. .. . 

lOtyl olitholais rnityl rlycnlote. ... 

pvrrf-Hut ylnyrocalrclml ...... 

ilutyl richMlMte . .. . 

Butyl rubber polymer .. .... 

Butyl curate . 

Butyl tiiiinatc. poiymriirwl. . . .. 

Bntyrahlahyde . . .. .. 

t'oJciuni ethyl ocetmycrtete .... 

rokiunt iiltrat* ... . - .. 

Calcium nurtotibcate ... . 

(amplHtr. ...... 

< ’ampitor bitty acid astersi. .. 

CandeLUa wai . ... . 

rp4iload'a)wotoctan) <othylftioa(hylorrylate) graft poly- 
mar. 

Carbon block, channel pro cewa . %... 


UmSstkmt 


For uar os preoerrotiva only* 


For iw only in the preparotioo el polyurethane r««ina. 


For um u prtjwrratira only. 

For use only as bonding agent tor aluminum foil, ata- 
biUier or preanrvatira. Total fluorkle from all aaorvco 
not to axceed I porconl by waicht of the finished 

ad heal re. 


For om only m bomltn* aaont for aluminum foil, sta- 
bikiter, or icfvzvatire. Total fluoride from all aonrrv« 
not to wreod I percent by Weifht of U>« flmshed 
ndhtefte. 


For tiv «H>ly os |a»i> luerisalionconuol a(eut* 


For u*e as preDcrvolWt only. 


For uh* os pranersaliva only. 
For use as prmareativa only. 


For 040 as preferralive only. 
For use as a preforrativa only. 


For use only as polymerisation-control agrnL 
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Turbo* 


-Goiofeiwrr 
dLeidfided.l'methylaoedlpiporkllno 


/.rml'-tftonj 


rt'acUo® 


CWbon telr»chlortde. 

Ct^xymethytooUnfaro— 


< vrtor oil. polyoiyethylfttad moleo 

< elloloee kcUU butyrot*. 


p*hylerve uxkle> . 


CoUiitoeo ftoru 
Certejn eai <« 

1 Alcohol ... 
ceuuntdc . 

.,^.J hydrmto.. . 

hlortnaled liquid otymffina 


polymer .natural robber polymer 


artire inrr«dlM3U For dm m proeorefttive only. 



I ntiililii l.n illiftrttijrlpheiMl (rcbk*+ w-tyloool)...... 

^Cbioro^melbylpbeooi...—. 

('hloroJorm-......... 


u p reeen r mtiTe only. 


i p reeenmtiv only. 

looty. 



Chromium nttnUo...-.- 

Chromium p oU W l ni B mllrte...- 

CoramUtelty ftrtdamine*elt or uirechloropbetwl. 

Cope!... i 

Copper 9-qnlnottnotele 

Coumftione-ln'fane —*■ 

Cn»yl dli ' 

CaaioM _. 

CpKxS^rutrt'rVvfcdmUftod in | 17<U70(bCD of thfc chop- 

C'ydr.brxjfciir 

Cycloheuuvol_ 

yrlohrienime rortn ....--__ s _ 

oood«n>et* . 

yciobaxyt p4otome l 
Dafauaiiii iraUU diaUwIta rWUM «< iw*'£■*«; 

I^hylroaorTit *d4-- 

Iliac* torn* elcolMl 


Far uw» fti pcweerr»uve only. 
Far um ee preeenreiire only. 



. HAmijU methyl phenol.. 

. Oel*yl>*dipol*--- 

_iyl pMbjleie- - 

lilbatyltin dlSkonae far use only ee ft <*ulyst ior pci- 
yorrilione retin*. 

i^MMcljurath jlerw (mixed Uoroeni. 

DteyriotJxyl* phlheJate. . — .. 

Pklhinrlitn ^_ . ...,. ,, - -....—... 

i»j * • t ■ i '\ r , 2 ml jii condensed with animal or vegetable fatty 
ftridft 

Dletliy famine .. - — —.— -— 

Dfathylocio flyeol--- — . . .— 

DtaHhylune pfooedipki ftckl oopolymer..—- 

glycol dlbouceU. 

Dlelhylftcve rtycol hydrogenated UHowou tnonowter.. .. 

1 glycol Unrftlo.^—.... 

I >jMhylMw* glycol cmmobalyl 


_ Far uw fti pmerr»Urc only. 


DtrthyUMM) glycol mooobutyl other acetate........... 

Dkthyleoe ilycol inonoclhyl other.-—. 

DlothyLroc itlyool monorlhyl other «aUU. .. 

INetbylme glycol mooamethyl elber... 

DMhytooo glycol uumophenyl ether.----- 

Dlethyleno glycol copolymer of ftdlpie ocld »od phthabe 
anhydride. 

Dl< 2 -ethylh*iyl) adipate.. .. 

(2ethylUrxyi) taexohytlrotbafal*—. 

- ~ ^ imbue.... 



plww). . 

4>-l>lhydrtixy-2-«in»<latolkItoim#. ...—..-*•*■ 

iTDilr.icm.thytaittotlytiiotoMMi CA R^utry No.: Ptrowio 
‘JOOtMB-41. 

IMiooliUtyl ftdlpftto ....— ...—— 

DlleobStyliSl^oTyetlwxyrlhy^ dimethyl beniyi am¬ 
monium chloride. 

DLLsol’Utyl pftrthnfaM .-..... — 

umrtwgt odi ^u.. ... - 

lHlMyweyl pothftloeft. - ..——. . 

bUsoodyl phl hifato - ....... 

DiL*unrvpy ibeiurne h> dropfoxid * .,,... .. — •• 

S\ S Utmrt by icydohexytamlne dibut yldi UUocarttftmftU. 

IlimMhyl fcjrruiunld* ..... .— 

Dimethyl lietyiM)l . . .. . 

t^-|>imethyM^-pn:«poi>odiol djlmi»oote. ......... -— 


fto ftotlfunpi Ipreeorrfttfre onlyi 
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£fcaitari«u 


... For useas pceecnraliT* only. 


Dl-a-octyldrcyl ndn>ate 
Piortliuniric . 

I>iorty!|khthalate_ 

DiOctyUrh* »tr_ 

Drotan*. 

I >1 |v m at r>l hritot peruastearat*. 

I >t |- man< 11) W m-t It iunuu-tetrasuihdc 

DlftfOtfO*.H 

l>i|*m»n* rivtiM.. 

A^A'-Dipbruy l-fi-pb 
Diphenyl phi Weir 
E&TdphenyKHUi'Ki: 

Dipropylnu' glycol 
DJ propylene glycol 

Dipropyfenr glycol ni4WMOeth> I Hhrf.. . JP 

DilWowrUiw glycol iv>|<ilyiu*rr of adipic arid and phthalle 
AiLhyUnd-. 

Dteodium ryaWMlIthtiNunidorarbouatr 
AT-JV'-DUiearr 
Diet vary I ttilo 
M’-Dithlndii 








B1 hot yproimnoi buty! et her 

gfc l&il* ""*..— 

K(bylrnrdiamiiii’Xnftturtle add, eaHum. kirie, |*rtae- 




Ethylene dtcblortde_ 

Ethylene gly * 

Ethylene gty 



Ethylene glycol tnutudmiyl ether ocrtnie 
Ethylene glycol monoethyl ether 
Ethylene glycol inonotahyl etbrr *o»ute . 

Ethylene glycol tnonocthyl ether rkduafeetc. 

Ethylene glycol nionomethyl etlicr. 

Sfe; wumifllum o, 

potassium unit. 

Ktltylen 


Kiliylr n*~ me (harry lie acid copulymer partial salts: Am¬ 
monium, ralritiiu, magnesium. sodium, and/or tlnr. 
El li y le rte-mrt liarr > lie arid-vinyl acetate eopolynter 
partial fair*: Ammonium, cakirup, magnesium, so¬ 
dium, and Ayr fine. 

EUiylenr-prupylaoe-dioelopefitadleui copolymer ruts- 

tw. 

Ethylene, prupytaw, 1,4 h'tadlrne and I’A-norboma- 
dlcne tetrapolymer. 

Ethyi-p hvdroiybrmonlr . 

Ethyl h> droiy cih> lodiuluv* 

Ethyl lactate 
Ethyl 


For use as presanraiire only. 



» hydrogr 

Fatty adds derived from animal or vv^etahla fats and 
oils; ami salts of filch a* Uls, single or ml&rd, as follows: 
Atmuftmun. 



Ztne... 

JgBrtechlorht. 

Klu<wdiek arid (hydrnrtuoilllrieadd). - For 


WjrKsssfsst 

to osoead 1 percent by 


Formaldehyde... 

Formaldehyde +- ami p-tolutnr sultonaniJd* 

FonnamUle..... ^--y__ 

Pumanvtodmitnlmn <1111 nitrate.. 

Furfural. . ,,,, 

Kurfuryt alcohol ... 

Fumar.< ■! 

ydi _- r ^- tT1lXr ^ f nTTrT — T TT 

Glycerides, di- and monoeetars... 

Glyceryl borole «glycol borlborate rwin) 
Glyceryl aster of daiuar. copal, abuni. an 

Glyceryl moaobuty) rtduotoat*. 

Glyceryl monohydroty stearate.. 

Glyceryl iXKXiObydroiy taDowate.. 

Glyceryl trihemcofe .. 

Glycol diacriatc 

Oytoial.—.. 

Heptane... 

IlciaineUiy If ru-te Uamine 


weight of the 




Brian# inch 
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tty 

HydnaMrtyl 

Hydrofluoric 


Wr irlycol 

til I 

acid 




For dm only w bonding a.grot lor Aluminum Joii, ftabb 
Umc. or prcAfcvaUrtL Total fluoride from all saurorn 
not to tUMd 1 poroeni by watyht of Uw Dnlabad ad 
haaira. 


1*fiySnSJ^^\l l >dnn>poly-\ 0 Yy tr t rarorthyiocvr) for two only to tb# prrpamttoo c4 polyurHhana rrrina. 

Hyxtroquliionft....—..— 

Uydroqulnooe morvobenr rl atbrr..- 

Hydroqulnone numocthyl Kbrr-----.. 

2 >. v -Hydroxyl .6' dr frrf*mylijhimyl» bcmovlafoi#.. „ 

Hydro*)’arctic arid. ----- - 

7*11 vdroxycoumarln - --—*-—*• 

y ,>- 3 -kv. "tc^ciT 

imiitawoUiUtim cblurtdr. 

! lldroiypth> hiWUylrjir-trtAmlnr 
/Hlydroxycltiyl pyrldlnlum 2-mcfcap 

Hydro*)* ihyl itarv.h.---- 

Hydrotyvtli) burn ....- 

HydroxyUniiiie nulfote .. 


iiymuiyamim --—--—- . 

5 ^hy^|^oimi»r^wYril>rn- 



F«*r vmt only u pofyinmtailim-control ac«ot. 


For use at itrromraiWe «miy. 


l4Miro>l pcroiHSe- 

IrAuroylaulfct* anlui 
Aiaiooninro..;. 
MoctMoluin .. 
Fotaartuiti 
ltodmrn 



For use only *» bondio* araiil lor aluminum Ml, «U* 
Ulaer. uf pnaervauxo. Total fltuirldo from all aouroaa 
not to exceed 1 l*cc«*nt by walfbt of Lha fluiahad 
mUmIvul 


K flSd 11 

S£u?y< 


drlde-diiaoboiytevc copoly rnrr, 


Mu 


STbSty arid Mopa, bydroccoatodI . 

^MroaldkhydV oopol) u.rr 



2*Mcrc«|»loii«r(irotMatoia and ditiirtbyl dMtKwaibamki Fort 

<* inu’ . For i 

Metltarrylalr-cbromk chloride complex. ribyl or methyl 

e hydrorariuida- 


f m jmimiliw only, 
n Aft p raaa r vatlea onlyi 








'•Nroiicntmir tetrayKatmtl* ioia/ya-bydroiy* 
pylanai (1-1 molaai). araraca nvolrctilar 
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S%b$ towers 

Nitrocellulose... . . 

VNltroprooaoe___ 

w< p-Notiy IpMpnyl -ot»sp« hy<lru*)|Mily (oxyethylrne) 
minors of dlliydrogen phosphate And mnnohydrogen 
phosphate esters; the ronyl troop Is a jvopyleoe t * 
i»iwr and the poly (ojy ethylene) ronton! art 
e 4> molt* or 50 moin. 

• ;p Nor.ylplw 
prrxJttrr.! b; 

wol (nouyU___ 

arerairc o i 1-40 nudes of ethylene oiide. 
w<p*Nii»tylph«'nyl>*<>wiec(ihyar©iypoIy (oxyethylroe) 
ml/atr, ammonium soli: tb© tinny I group is a prop)lsat 
trlntcr tsouirr and the poly (otyctbyknsj content aesr* 
ages l> or JO rnoln 


Umkstkms 


t > I pl*en v) ■ om r?e 1 1 > d rox y | k>\ y (oxyeihy kne) 

•d by tbs condensation of 1 molt of p-nonylphe- 
xiyl group is a propylene trlmer isomer) with an 


.v anhydride 

335M 

'JOmok*. 
IrmaniAte 


mi<xit-b-Sot 
« n# 9-Orti 
th© octadr 
Ihs |«ly (01 
OrXwkr) I J.V 
Octyl alcohol.. 

Octyklecyl tihtl 
OciyipIleUnl 
OctylphmoKp 
Octylpfcstto&y 

of ethyl* nr < 

O docks* lighi. 

OlmmJdr (okk um id 

OMC Mid. MLlflkKNl. 

Osasoiine 
«4)iy#Mrlliykrj 
1‘almitamldi* (pal ml tie arid 

Taramn <C»r 0*i sulfonate.. ._. 

Paraformaldehyde________ 

rentarhiuronbenol._ _.. 

Psaltery thritol ©ster of maleic anhydride ..... 

PentarryUkritol mociaBtrarato - .... for om an preservativeonly. 

Pentaerythntoi Utrabe«um«to ICAfl Keghtry No. fm- 



PiuiUerytlirttol tofraet 

rlS^:: 


rXrokum hy.lrorarbon rasln -rjcfopunUdJeu# type)! 

VtLkuw^bydrocorbofi rosin (produced by the catalytic 
lAdymerlzAUoo and Hitowgosnt hydrogenation of sty¬ 
rene. vfnyltotame. and Indens type* from distillates of 



. .... .. For use to a preservative only. 

indene rw4n . 

—~-itairojQo(b>t»><*»>-. 

.— For use only as polymerisation-control aceoL 

Pm. > 


tins (ftot of 0-n*phthy famine) 


For on w preservative only. 


™ei1?Sl tram reaction of on# or more of the 
adds with one nr wore of the following amines: 


Aielaic erM 

nv*«Ws oil orld« . 

HistUetamr thyletie) trfsmln© sod higher horookgues. 

Diet hyknetrt junlm- _ 

Dtpbsnvlamlnr 
Klhy lenedlamlnr . 
lfexjinethylenediamliir 
TcUnrlhy lenrpeti land it© 

Triethyknetotramlnr 
* m, hydrogenated .. 

- . *»• Klyo-il tincikeul 
f (9<dlPihyfomino> 
rr of adipic 
. terminated 
prordJ*i><®u* 
byfotte glycol n 

.an, ono or marwof th. 
made tocroct withe 


following eH.fo an* oi 
Mfoerlug alcohol* 



l*oly'u\y»At»rovl' dkxb sml Irtob (minimum 
uUr w« Igf'l MJUt. 


eof the 

inoko 


arid* hfrntliktl in 
and <»). 


i Ulentl* 


Adds: 

Ar, lair nrU\ 
roly lawk* •»«>«! 

I 175JU0|b)(: 

TVfrahydroplti 
A Icoholac 

I. « d^*t.'inhp**npdlmr<harii »1. 

J. i- Ditnrthyl-1 A pfopmrdM. 

I'oiyhydrl • and mooohy drk akxiltob i 

tied In 1 l7.V*XHb)r»<*tfl «) and (d). 
Pol>dhy)riira«)ipal© modified with elhanolamln© srlih 
the nmUr ratio oT the amine to the adipic add leai tiian 
0.1 lot. 

rolyethylrt,© glycol irnokeukar weight 9)0-0.000). 

Polydhyletw, oaidlrcd.... 

Polyethylene resiue, catboiyt modified, ldctitifi*d in 
1177.1001) uf this chapter. 

I'oJyei hy lenlniin©. 

Polypi riyfouicnJis© epirbolroby drin rraUiA 
Polyisoprrrtc .... 


For use only in the pmsuatfon of polyumhort resins. 
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lifiw«<S a 
I'olymcn: 1 
trig monomer*: 

Acrylamide. 

Aery be arid. 

Acrylonitrile . 

Butadiene. 
flQtmr....... 

iV-i/rt-Uutyl 
Hutvl arryj* 

OBotykim - 

liuiyl met »>**}• lai*-- 
C’roionie arid- 

l>rcyla<*r>katr..- 
l>lallyl fumam*. 

I’Wdtyi maimie.. 

IMally I pM liable 
Dlbutyf fumarote 
Ditnityl ilaconat*. 

Dibutyl malmle.-*.-- 

l>l(2-«thylli*xyl) »»*k*i*. 

I )i melh y Im*l h y Im >tmmi . 

Iboriv ' fumnrnte.. 

Diortyl malm!#.. 

I>tTinyll«riif«w... 

Ktbyl arrylutr 
Kthylrn*. 

BlhyUwr 

« 

-Prim artr acid 

«W 

3* 

3* . 

Mly< 
iMbutyt 

tAOtmiyler*- | 

MjSEE acid? dtaiwr*wtth ^bydro«>rtl^»m»d»».iilP acid, 
•odium wit. 




^NortornfiwfB i«iie*rl.o*yUr acid, mot**-* butyl «ter. 
1 acrylate.. 



Vbiyl 
Vinyl pymdulunr 
Vinyl airornte 


Po4ywyalkylM#d-f>»w«»oUc iwui <pU*uo4£ foat n otaMtead 
from lornwddrhyde flUfl butyl- and/or umylpltenolii. 
u\^ alt> iatra «itli rthybtu olid* ttud.br pcopyko* 

PolyM>>th> bird tiOuioIre) tallow abutted sulfate. sodium 

hylen# (molecular wrlfht 300) dJlxJtuoalr. 

Polya»jrMlly|rnn . 

f£;issea , 5 a'^s^“~ 

■HP 8 ** 5 



Polypropylene ylyrol (i 


^ggsssaigSSSrSSs 

‘ a, nonrrygiallU*.—.. 


Dimethyl peftytilatane. 


Diphenyl 




Mfll.yl 

MrChyl ___ r -.,_ 

Phenyl liydrogen poly4k»ao«. 


ItmiMiont 
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Sulsianees liwUaHtm* 

PdywWf 80.... . . 

Potysoibatr SO... 

Polyaorbate 20 (polyoxyethylene (20) sorbitan mono- 

luuftt), 

Fotysorbaic 40 uiolyoiyrlhyWn# (20) mm bit an roouo- 
I wind tat*). 

Pol> 1ft y mie-co-diiodliim rniUeate-ctxr-/p*r>enyl phenyl)* 
efeffa^P^lnyKben/ylipolyiuayeibylrne)) terpciymrr. 

Pol> Urtrafloorwrlhy lene..... 

Polyurethane rnina produced by reariing diteocyanstr* 
with one or more of the polyol* or polyoten named in 
l U* subparagraph or Produced by reartlng th* cbloro- 
formal* derivative* of <m< or more ol thr polyol* or 
polyester* named in t hi* mb paragraph with on* or ruorc 
of tin* polyamin** named tn this fubpamgiuph. 

Polyvinyl alcohol modified so as to contain not more than 
* weight prrev.m of comonomer units derived from !♦ 
alkrnra having 12 lo 20 car bon atom*. 

Polyvtnyl butyral......... 

Polyvinyl tirmil..... 

Potassium fernryani i#. For use only as ixdynjeiUAtton-coimol agent. 

Potauiura A'-methyldithi ^arbainaie.... 

Potataoum prutachloropbenate. For u*e a* prtservallve only. 

Poiauamc: permanganate. 

Potsiwmm perroiratr. 

I'o'antum phosphate* (mono-.dl>. ttibanlc)-.... 

IVlaadum trlpcJ/phcnphate. .... 

a, *\ a"-1.2.3-Propanrtr1yltrt* |omrgo-^*,.wrpoi> pro* 
po*yi poly (ogyprnpylrue) (24 moR-sil. 
d-rrufi«lartonr ______ 

Propyl alcohol (pmpanol)... 

Propylene carbonate...... 

Propylene glyccd and p-p ttopropyUdmedlphcnoi dl* 
ether. 

Propylene glycol eaten of coconut fatty acid*__ 

Propylene glycol monolaurate. .:.. 

Propylene glycol monomelhyI ether..... 

Propylene tlv<-c4 monoatearate.. 

«. *». a''«trropyIWynrt»ts (rafthybmiM) trt* !omega* 
bydroxypoly (oaypcopylene) (U molt* minimum!), 
minimum mdtcuW weight Km. 

Quaternary ammonium chloride (hrxAdecyl, ocudecyl For use as prerervatlvc only, 
derivative?. 

Ro*m (wood, gum. and tall oil room). room dimers, 
drcarloaylaicd roam (Including rain oil. rli«propoe* 

Uowatfd rortn. and thev: substances as modified by one 
or more o< tb» toUowlof reactants: 

Alkyl (Cr-Cfe) pbenoTfoeroaldcliyde...*.. 

Ammonia........ . .. 

Ammonium caseinate* p-CycMiexylphenolfonuolde- 


El 
P« 

Fumarv 
Qlyrciln. 




fSSSXA ~ 

Phthahr anhydride.. 

Phenyl «KTvao)*fo<rnaldehydr . 

$t- PbeuylplienoMoftmJdehyde. 

f^uiluricacid. . . .. •.— ----- 

Ttiethyleneglycol.... . _. 

Xylenol'fotinaidebyde... 

Rcetn salts (mdl* nf wood, gum. and tali oil roMO. and ti.e 
ihrucr* thereof. deearbo* > la to! roam dtTpropnrtioiaUsd 
roam. tiydrr<ma«rd roiinl* 

Aluminum_ _____ 

Ammonium . .. .. .............. 


Hodjum. 

Zinc.. 


Rubber latn, ualuml. 

SaJjryiic acid. 

£andarac ....m 

Bcbacicarid_ 


For uk a* ptetenraliv* only. 


dtottde as dcr.nt d in 117.' 4g0m? of ibis chapter. 

i dioxide a* denned in Pee. Iri.JUitUa)..... 

n alkyl , aliphatic! bme:et*-juilo»afe... .. 

‘ mlnum pyrophosphate_ 



I WCyhliJ wow e e tota ta aea—as wo* ••••••Hoetmla 

i debvijtoocetau. For use at preservative only. 

i dM 2 *etbylhetoatei. 

i di-tfrtbylhexyh pyroplmephate.. 
l djhetylnilfosuccinatr.. 
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Sub$t*ncn 


LirtilatUmt 


i dilaopropyl* anil tritsopfopylnAphthalencsul- 
fkSimn dlroethyMilhloairbamaie... 

!ffi!S«SS»SsBK:= 

Sodium ethylene ctlw^of nonylphttol aullale. 

to e*cr©d 1 percent by weight of the fluiahed adhfcuve. 

i fannaldohyd© sulloxyUl©.~. 



haptadrcy^iibto. 

ioVypoiyit ho* y (40 tratai) w&tt. 

AManfoyl sarooslnai©.-. 

........ 

«4i*phttmhm* sulfonate. 

nitrate... 

nitrite.... 

oleoyl taoproponniaimde tulfotnoemai©. 

penuchlcnDhnati. Forttwas prwsnmttra only. 


j o-ptvcnylphenat©.- 

i poly acrylate... 

l polyiwthaaryUt©. 

i polyatyrenosulfonat©.-. 

n ^i^Vbydfoty lftH#yrito iSS^-I 
i tetradecy UuUat©.., 


StitOI JUltOMll. .... 



For uw u presrrvaUej only. 


For um m preaerratiy© only. 
For ok as prcaarvaUe© only. 


For u«© only as a catalyst for polyurethane mins. 



t starch modified by on© Of mote ©I the treat mama 
..bed in || 17 2MJ and l7AJ»u ollhu ciapttr. 

. rmcied withe V 

pi^ h e^d.ilde>: 

BfflS i^eSa^^S^iS 1 ^^ epptotimelely M 
percent-bO percent atearyl and 20 percent-55 percent 
cetyl. 

Strontium salicylate...— 

Styrenated phenol..... 

6tyren© block polymers with l^bmadjcn©... 

6tyr©no-vnal*ic anhydride copoylmer, ammonium or 
potassium salt. 

Btyrene-malele anhydrid© copolymer (partially m*hy- 

Styrene- hSr yheaetd copolymer, potassium sail.. 

bucrof© acetate . 

Sucre**© benioat* 


amrnonl- 

um salt. 

ated octadecylen© (sodium form). 


_1 tatty acidi. llnolrle and oleic- 

1 oil tatty acid methyl ester. 

1 oil, methyl eater... 

Tall oil pitch.—- 

Tall oil soaps. . .—.. 

Tallow alcohol (hydsofauttad)..v~v*-vv***; 

Talfow amine, secondary (hexadecyl, octadrcyU. of hard 

■, blown (oxidired)................................ 

'■'WJS&fS'SafiBsiaSt 

andfor lndrne. 




-oc t adecy isullowc* 


ydrbx y hy drocinna- 

^a> T blopb««liyll bUlW«#<diUlllb»nto»m«»lrJ. 
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Sukrtairi’r* 


/jnMiMi 


Thymol... For um os pmervmlve only. 

T itmiQio dJoii*W....... >.u .•■••• . 

Titanium dtoild*-banuin fuKatr ... 

Titanium dkiitde-cokium ouHn’f .... 

Tuntiiura dmikJt-miicivwtum nilcato. 


Tatum* 2.4-dlbocyanMo. . . 

TohXC* iJSAits ocyiiiMo. 
pr ar 'I p-Tolu»fw» rthy I wiMbnanude.. 
a- and p-Totunw saUtuuunkSa.. 




P ( J^To^uw«l^onyl«mk^Hlpl>royl•mt<lr... 

Tmiti*-fonnaUlehy<U rtaim » dracnbrd m | ITSSMHb>09 

(mi) 

TnbuKnyrthyl phoiphatr. 

Tnbuty I dtmU- v . . 

r t-rrrt butylp-pbrnyi phonal..... 

Tf i butyl phoiplatAi..................._......... 

Tfitotyltui eWorld# cnmptax of rtltykn* wikla condexiaata 
f t rV^» ydroabiot y Umlnc. 

Tr. ii butylUn ocalota...... . 

Tnntmtyltin m-oRWanoato.... 

J.l.lTrKbk»ro#thaii<»-1.... 

ri^TnchJflrMthiM.. ......... ••»»•••-•«•.... ............ 

Tr rhloroaUiyltoa...... 

Tri nehkrootl»Tlph«>»phato.—.---~- 

Tridacyl akohol... 

Trnhanotola#.~ 

MTrt«thogy#ilyli propytenio#.. 

Ttiethy ltw> rI y col....— .. . 

Tr.ethyJw* rlyool dlbmrrnt*.... 

TriAlhylmt clyool dlCi-rthyltmnate).. .. 

Tr*ih>kn# glycol polyester of Jbcuiwc Acid and phthallc 
acid. 

TTicthylheryl nhwpbato... 

Tririhylpkxxpfot*...-. 

: OTrlhydroiy butyrophmoaa... 

Tt!i*opropai»laniiite..... 

Ttimclhylol propane. .... 

Trlfn^tttyl!»uUn«Uol 1 >dilsolut yrntr... 

Tnntnrlc aromatic ami nr try ti from diphc ylannne aruj 
acetone of molrcuUr weight appcotlnutely ICO. 
Tr.mrrijlphanyb phoapha^lormaldrU) d* twua ... 

Trlpbenylphoiphate .~.—--- 

Ttirropyltn# iftyro! monomelhyl ether...-- 

M.VTrii <.V5-dl4rrrbutyl^-hydro*y-beniyl)-#tria*liio- 

: 4.0 (Ul ,3lMH) tnonr. 

Trui ip'tcrtiary butyl phenyl) pbwbstc.— 

Trii< ;-xnctliyl*4‘h> droay'.Vfe rl-lHjf yl*pf»ati>l) butane 

Turproiine. . ...., 

Vrra-fonnaldehyde iciina os dwenbed in % !7SJWMb)«J) 

UU). 

Vrertabl# oil. lulfanaled or nUfated. potaa^um aalt- 

Vu»>l acetate nuileir anhydride cojolywirr, aodium Mil _ 

* air*, jx u oh uni .. .......... 

Wo*. t < ttoleum, chlorinated (40& to Mr cMoeine). 

Wnn, synthetic rarnJlm (Kiaeher-TropwH rmreea). 

y i• X«n ol y 1> 1,2-epaxy•propane.... 

Xylrno...... 

Xylene (Of toluene) alkylated with dtcyclopentadicn#.... 

7cm.,.._.. — .. 

Zinc acetate ........... .... 

Zinc ammonium rhiortde ........... 

Zinc dit«<tj*l dithiocarbcunate_ . .. 

Zinc diUityt-lltfiiocarbaniatr... 

Zinc diethyldithlotarlaunal#.....---- 

Zuie dM^^thylh«an«tel....._.- 

Z»oc formaldehyde «ulfo»>Tate.—„.. 

Zinc iinphibeftaleand dcliydroabietylanune muturc.... 

Zir.c ju irate________i.. 

Zinc onKopharphale_...__......—.‘ 

Zinc minate... . ... 

Z*nr %ull’*dg... 

7:nrb Ulnc ethylenebui-dithlocwbamate).. 

/tram utnc dlmethyldtthlocarbamatc). 


For use M preservative only. 

For me u frmenHlivronly. 

For iw as prrarnrntiva only. 
For u*e a* preematire only. 


A* Identified In | 177 36W*e)(4)<M) of lhi« chapter. For 
u*e only as a nabiliw. 


§ 175.125 Pre4«ansariuillvf adhesives. 

Pressure-sensitive adhesives may be 
safely used as the food-contact surface 
of labels and/or tapes applied to food, 
in accordance with the following pre¬ 
scribed conditions: 

*a> Pressure-sensitive adhesives pre¬ 
pared from one or a mixture of two or 
more of the substances listed in this 
paragraph may be used as the food-con- 
tact surface of labels and/or tapes ap¬ 
plied to poultry, dry food, and processed, 
frozen, dried, or partially dehydrated 
fruits or vegetables. 

<1) Substances generally recognized 
os safe in food. 

<2) Substances used in accordance 
with a prior sanction or approval. 

<3> Color additives listed for use in 
or on food In Part 8 of this chapter. 

<4) Substances identified in { 172.615 
of this chapter other than substances 


used in accordance with paragraph (a) 
f2> of this section. 

(5) Polyethylene, oxidized; comply¬ 
ing with the identity precrlbcd in 1177.- 
1620<a) of this chapter. 

(b) Pressure-sensitive adhesives pre¬ 
pared from one or a mixture of two or 
more of the substances listed In this 
paragraph may be used as the food-con- 
tact surface of labels and/or tapes ap¬ 
plied to raw fruit and raw vegetables. 

<1) Substances listed in paragraph 
fa) <1). <21. <3). ar.d (5) of tills sec¬ 
tion, and those substances prescribed by 
paragraph <aH4) of this section that arc 
not identified in paragraph <b)<2> of 
this section. 

<2) Substances identified in this sub- 
paragraph and subject to the limitations 
provided: 

BHA. 

BHT. 


Butadiene-acrylonitrile copolymer. 
Butadiene-acrylomtrlle-atyrrne copolymer. 
Butadlenc-fttyrcne copolymer. 

Butyl rubber. 

Chlorinated natural rubber, 
loobutylcne-atyrcne copolymer. 

Petrolatum. 

Polybutenc-I. 

Polybutene, hydrogenated; complying with 
the identity prescribed under I 178 3740(b) 
of this chapter. 

Folylsobutylena. 
ci a- l .4-Poly looprcne. 

Polystyrene. 

Propyl gallate. 

Rapecded oil, vulcanized. 

Robins and roain derivatives as provided In 
f 178.3870 of this chapter. 

Rubber hydrochloride. 

Rubber (natural latex solids or crepe, 
smoked or unsmoked). 

Terpene resins (n- and 0-plnene), homo¬ 
polymers. copolymers, and condensates 
with phenol, formaldehyde, ooumarone, 
and/or In dene. 

Tetrasodium ethylenediamlnetetraacetate. 
Trh mixed mono- and dinonylpheny!) phos¬ 
phite (which may contain not more than 1 
percent by weight of tritsopropanolamlne). 

(c> Acrylonitrile copolymers identi¬ 
fied in this section shall comply with 
the provisions of $ 180.22 of this chap¬ 
ter. 


Subpart C—Substances for Use as 
Components of Coatings 

§ 175.210 Acrylate r*lrr copolymer 
coating. 

Acrylate ester copolymer coating may 
safely he used as n food-contact surface 
of articles Intended for packaging and 
holding food, including heating of pre¬ 
pared food, subject to the provisions of 
this section: 

<a> The acrylate ester copolymer is 
a fully polymerized copolymer of ethyl 
acrylate, methyl methacrylate, and 
methacryhc acid applied in emulsion 
form to molded virgin fiber and heat- 
cured to an insoluble resin. 

<bi Optional substances used in the 
preparation of Ahe polymer and in the 
preparation and application of the 
emulsion may Include substances named 
in this paragraph, in an amount not to 
exceed that required to accomplish the 
desired technical effect and subject to 
any limitation prescribed: Provided , 
however. That any substance named in 
this paragraph and covered by a specific 
regulation in Subchapter B of this chap¬ 
ter must meet any specifications in such 
regulation. 

LUt of *uMt.inc<*« : 

Aluminum »tri»ra!c_ 

Ammonium lauryl «ulfati»_ 
llurai_______ 


D Nod In in hydro itch pbo*- 
l*lmt<». 

Fonmililehydr___ 

filyr^rii monaxlmrnt*—. 

MMhjrl ffllulwf___ 

Mlnrml oil_...._ 

Paraffin wu_...__ 

pMataltini hydro*|r|o_ 

Pot it •* Inin prn»ulfair.^„_ 

T«llow__ - 

Tctruvodluia fijropbos- 

pbiU__ ... 

Titanium illotlilc__ 


f Jon* 


Not to racrril 
the amount 
mjiilrol «« a 
pmirvi- 
live In tunul- 

Hoo drfGamer. 

Do. 
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(c) The coating In the form In which 
It contacts food meets the following 
tests: 

(1) An appropriate sample when ex¬ 
posed to distilled water at 212* P for 30 
minutes shall yield total chloroform- 
soluble extractables not to exceed 0*5 
milligram per square Inch. 

(2) An appropriate sample when ex¬ 
posed to n-heptane at 120 s F for 30 
minutes shall yield total chloroform- 
soluble extractables not to exceed 03 
milligram per square inch. 

g 175.230 Hol-mch strippable food coat¬ 
ing*. 

Hot-melt strippable food coatings 
may be safely applied to food, subject to 
the provisions of this section. 

(a) The coatings arc applied to and 
used as removable coatings for food. 

(b) The coatings may be prepared, os 
mixtures, from the following substances: 

(1) Substances generally recognized os 
safe in food. 

(2) Substances identified in this sub- 
paragraph. 

List of substance*: Limitations 

Acotylated monoglyce rides Complying 

with 

172 828 Of 
this chapter. 

Cellulose acetate butyrate .. 

Cellulose acetate pro prion- . 

ate. 

Mineral oil. white . — For use only 

as a com¬ 
ponent of 
hot-melt 
strippable 
food coat¬ 
ings ap¬ 
plied to 
fror.cn 

„ meats and 

complying 
with 

| 172*78 of 
this chapter. 

§ 175.250 Paraffin (synthrllc). 

Synthetic paraffin may be safely used 
as on impregnant in. coating on, or 
component of coatings on articles used in 
producing, manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing, transporting, or holding food In ac¬ 
cordance with the following prescribed 
conditions: 

(a) The additive Is synthesized by the 
Fischer-Tropsch process from carbon 
monoxide and hydrogen, which are cata- 
lytically converted to a mixture of par¬ 
affin hydrocarbons. Lower molecular- 
weight fractions are removed by distil¬ 
lation. The residue is hydrogenated and 
further treated by percolation through 
activated charcoal. 

(b) Synthetic paraffin shall conform 
to the following specifications: 

(1) Congealing point. The substance 
has a congealing point of not less than 
200* P nor more than 210’ F as deter¬ 
mined by A.S.T.M. D-938-49. 

(2) Oil content. The substance has 
an oil content not exceeding 0.5 percent 
as determined by A.8.T.M. D-721-56T. 

(3) Absorptivity* The substance has 
an absorptivity at 290 millimicrons in 
decahydronaphthalene at 190* F not 
exceeding 0.01 as determined by A.8.T.M, 
131. 


<c> The provisions of this section are 
not applicable to synthetic paraffin used 
in food-packaging adhesives complying 
with § 175,105. 

§ 175.260 Partial phosphoric acid ester* 
of polyester re*ins. 

Partial phosphoric acid esters of poly¬ 
ester resins identified in this section and 
applied on aluminum may be safely used 
as food-contact coatings. In accordance 
with the following prescribed conditions: 

<a) For the purpose of this section, 
partial phosphoric acid esters of poly¬ 
ester resins are prepared by the reaction 
of trimellitic anhydride with 2.2-dl- 
mcthyl- 1 , 3 -propanediol followed by reac¬ 
tion of the resin thus produced with 
phosphoric acid anhydride to produce a 
resin having an acid number of 81 to 98 
and a phosphorus content of 4.05 to 4.65 
percent by weight. 

(b> The coating Is chemically bonded 
to the metal and cured at temperatures 
exceeding 450 # F. 

<c> The finished food-contact coating, 
when extracted with the solvent or sol¬ 
vents characterizing the type of food and 
under the conditions of time and tem¬ 
perature characterizing the conditions 
of Its intended use. as determined from 
tables 1 and 2 of $ 175.300<d>. yields 
total extractives in each extracting sol¬ 
vent not to exceed 02 milligrams per 
square Inch of food-contact surface, as 
determined by the methods described in 
3 175 300(e). and the coating yields 2.2- 
dlmethyl-1. 3-propanedlol In each ex¬ 
tracting solvent not to exceed 0 3 micro- 
grams per square Inch of food-contact 
surface. In testing the finished food- 


Rcslnous and polymeric coatings may 
be safely used as the food-contact sur¬ 
face of articles intended for use in pro¬ 
ducing, manufacturing, packing, process¬ 
ing, preparing, treating, packaging, 
transporting, or holding food, in accord¬ 
ance with the following prescribed condi¬ 
tions: 

fa) The coating is applied as a con¬ 
tinuous film or enamel over a metal sub¬ 
strate. or the coating is intended for re¬ 
peated food-contact use and is opplied 
to any suitable substrate as a continuous 
film or enamel that serves as a functional 
barrier between the food and the sub¬ 
strate. The coating is characterized by 
one or more of the following descrip¬ 
tions: 

(1) Coalings cured by oxidation. 

(2) Coatings cured by polymerization, 
condensation, and/or cross-linking with¬ 
out oxidation. 

(3) Coatings prepared from prepoly¬ 
merized substances. 

<b> The coatings are formulated from 
optional substances that may Include: 


contact articles, a separate test sample 
is to be used for each required extracting 
solvent. 

§ 175.270 Poly (vinyl fluoride) mint. 

Polyfvinyl fluoride) resins Identified 
in this section may be safely used as 
components of food-contact coatings for 
containers having a capacity of not less 
than 5 gallons, subject to the provisions 
of this section. 

(a) For the purpose of this section, 
poly (vinyl fluoride) resins consist of 
basic resins produced by the polymeriza¬ 
tion of vinyl fluoride. 

(b) The poly(vinyl fluoride) basic res¬ 
ins have an intrinsic viscosity of not 
less than 0.75 deciliter per gram as deter¬ 
mined by ASTM Method D 1243-66, mod¬ 
ified as follows: 

(1) Solvent: N.N-Dimcthylacetamii'e. 
technical grade. 

(2) Solution: Powdered resin and sol¬ 
vent arc heated at 120* C until the resin 
is dissolved. 

(3) Temperature: Flow times of the 
solvent and solution are determined at 

no* c. 

(4) Viscometer: Cannon-Ubbelohde 
size 50 semimicro dilution viscometer <or 
equivalent). 

(5) Calculation: The calculation 
method used is that described In appen¬ 
dix Al.2.2 (ASTM Method D 1243-66* 
with the reduced viscosity determined for 
three concentration levels, not greater 
than 0.5 gram per deciliter, and extrap¬ 
olated to zero concentration for intrin¬ 
sic viscosity. The following formula is 
used for determining reduced viscosity: 


(1) Substances generally recognized 

as safe in food. _ 

(2) Substances the use of which is 
permitted by regulations in this port or 
which are permitted by prior sanction 
or approval and employed under the 
specific conditions, if any, of the prior 
sanction or approval. 

<3> Any substance employed in the 
production of resinous and polymeric 
coating* that is the subject of a regula¬ 
tion in Subchapter B of this chapter and 
conforms with any specification In such 
regulation. Substances named In this 
paragraph ib><3> and further identified 
as required: / 

(i) Drying oils. Including the triglyc¬ 
erides or fatty acids derived therefrom: 

Beechnut. 

Candlenut. 

Castor (including 
dehydrated l. 

Chinawood (tung). 

Coconut. 

Corn. 

Cottonseed. 

Pish (refined). 

Hempseed 

Linseed. 

Oltlclc*. 


ItahKtd viscosity in tern* of decUltw per 

t re: 

f-flnlation cfflnt time. 

cm Concentration cf solution la tsrrai of grams per deciliter. 


§ 175.300 Resinous nnd polymeric cool¬ 
ings. 
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r«nn*. 

roppyw**- 

pumpklnsead, 

Safflower. 

sesame. 

Soybean. 

S jnilower. 

Tall oil. 

Walnut. 

The oils may be raw. heat-bodied, or 
blown. They may be refined by filtra¬ 
tion. degummlng, acid or alkali washing, 
bleaching, distillation, partial dehydra¬ 
tion, partial polymerization, or solvent 
extraction, or modified by combination 
with maleic anhydride. 

Oi) Reconstituted oils from triglyc¬ 
erides or fatty acids derived from the 
oils listed in paragraph (b) (3) <i) of this 
section to form esters with: 

Butytenc glycol. 

Ethylene glycol. 

Pent aery thrltol. 

Polyethylene glycol. 

Polypropylene glycol. 

Propylene glycol. 

Sorbitol. 

Trimethylol ethane. 

TUmethylo! propane. 

< iil i Synthetic drying oils, as the basic 

polymer: 

Butadiene and methylstyrene copolymer, 
Butadiene and styrene copolymer, blown or 

unblown. 

Maleic anhydride adduct of butadiene sty¬ 
rene. 

Poly butadiene. 

<iv» Natural fossil resins, as the basic 

re*in: 

Ccpal. 

Dainar. 

Eleml. 

Oll&onite. 

Glycerol ester of damar. copal, eleml. and 
tandarao. 

Fandarac. 

Shellac. 

Utah coal resin. 

<v> Rosins and rosin derivatives, with 
or without modification by polymeriza¬ 
tion. isomerization, incidental decar¬ 
boxylation, and/or hydrogenation, os 

follows: 

< a > Rosins, refined to color grade of 
K or paler: 

0\:m rosin. 

Tall oil resin, 

Wood roeln. 

<b) Rosin esters formed by reacting 
rosin ‘paragraph <b)<3> <v)<a) of this 
section) with: 

♦ 4 - '<c-Butyiidenedlphenol-eplchlorohydrln 

<*Poxy). 

Dletnylcne glycol 
Ethylene glycol. 

Glycerol. 

4.4* -Ivopropyildenedlphenol-eplchlorohydrtn 

< epoxy). 

Methyl alcohol. 

Hentaerythrltol. 

Jc) Rosin esters (paragraph (b)(3) 
»v> ib> of this section) modified by reac¬ 
tion with: 

Malelo anhydride. 

' m ** * n <* p-subatltuted phenol-formalde- 
hydea luted In paragraph <b)(3)(vl) of 

tbta section. 

Phenol- formaldehyde. 


(d) Rosin salts: 

Calcium restnate (limed rosin). 

Zinc res mate. 

(vi) Phenolic resins as the basic 
polymer formed by reaction of phenols 
with formaldehyde: 

(a) Phenolic resins formed by reaction 
of formaldehyde with: 

Alkylated (methyl, ethyl, propyl, bopropyl. 

butyl) phenols. 
p-fcri-Amylphenol. 
4.4‘-icc-Butyl!dcnedlphenol. 
p-fert-Butylpheno!. 
o-. m-. and p-Cr»ol. 
p-Cyclohexyl phenol. 
4.4'lBopropylldenedlphenol. 
p-Konylphenol. 
p- Octyl phenol. 

3-Pentadecyl phencl mixture obtained from 
cashew nut obeli liquid. 

Phenol. 

Phenyl o-cresol. 
p-Phenylphenol. 

Xylenol 

(b) Adjunct for phenolic resins: 
Aluminum butylate. 

(vii) Polyester resins (including alkyd- 
type), as the basic polymers, formed as 
esters of acids listed in paragraph (b) 
(3) (vU) (a) and (b) of this section by 
reaction with alcohols in paragraph (b> 
(3) (vii) (c) and (d) of this section. 

(a) Poly basic acids: 

Adipic. 

Dimerized fatty acldi derived from oils luted 
in paragraph (b) (3) (I) of this section. 
Dtphenollo acid. 

Fumaric. 

Jjiophthallc. 

Maleic. % 

OrthophthaUc. 

Sebacio. 

Terephthalic. 

Terpcne-maleic acid adduct. 

Trlmcllittc. 

(b) Monobasic acids: 

Benzoic acid. 
fcrf-Butyl benzoic acid. 

Fatty aclda derived from oils Hated In para¬ 
graph (b) (3) (I) of this section 
Rosins Hated in paragraph <b)(3)(v)(a) of 
this oectlon, for use only ax reactants in 
oil-based or fatty acid-based alkyd resins. 

(c) Polyhydric alcohols: 

Butylene glycol. 

Dtethyleno glycol. 

2.2-Dlinethyl-l,3-propanedlol for use only In 
farming polyester resins for coalings In¬ 
tended for use in contact with non-alco¬ 
holic foods. 

Ethylene glycol. 

Olycerol 

Mannitol. 

a-Methyl giucoslde 
Pentaerythrltol. 

Propylene glycol. 

Sorbitol. 

Trtmethylol ethane. 

Trtmethylol propane. 

(d> Monohydrlc alcohols: 

Cetyl alcohol. 

Decyl alcohol. 

Lauryl alcohol. 

Myrlsty) alcohol. 

Octyl alcohol. 

Stearyl alcohol. 

(viii) Epoxy resins, catalysts, and ad¬ 
juncts: 

(a) Epoxy resins, as the basic poly¬ 
mer: 


(Alkoxy C w -O w ) -2,3-epoxypropane. in 
which the alkyl groups are even numbered 
and consist of a maximum of 1 percent C M 
carbon atoms and a minimum of 48 percent 
C tJ carbon atoms and a minimum of 18 per¬ 
cent C„ carbon atoms, for use only In coat¬ 
ings that are intended for contact with dry 
bulk foods at room temperature. 
4.4’-jfc-Butylldenedlphenol-eplchlorohydrln. 
4.4*-iec-Butyhdcnedlphcnol- eptchlorohydrln 
reacted with one or more of the drying oils 
or fatty acids listed In paragraph (b) (3) 
U) of this section. 

4,4'-xec-Betyildcuedlphoncl - eplchlorohydrln 
chemically treated with one or more of 
the following substances: 

Allyl cthar of mono-, dl-. or trtmethylol 
phenol. 

4.4’-5cc-Butylldenedtphenol-formaldehyde. 
4.4‘-I^opropy Helmed tphcnol* formaldehyde. 
Melamine-formaldehyde. 

Phenol- formaldehyde. 

Urea-formaldehyde. 

Epoxldlzed polybutadiene. 

Olyctdyl ethers formed by reacting phenol- 
novolak resins within eplchlorohydrln. 

4.4’-Isopropyl tdcncdtphcnol -eplchlorohydrln. 
4.4’-Iaopropyl!denedlphenol -eplchlorohydrln 
reacted with one or more of the drying oils 
or fatty acids listed In paragraph (b) (3) (t) 
of this section. 

4.4’-Isopropylldcncdtphonel - eplchlorohydrln 
chemically treated with one or more of 
the following substances* 

Allyl ether of mono-, di-, or trtmethyol 
phenol 

4.4’-fcc-Butylldenedlpheno)-formaldehyde. 
4.4*-iEoprcpylldencdlphcnol-formaldehyde. 
Melamine-formaldehyde. 

Phenol-formaldehyde. 

Urea-formaldehyde. 

<b) Catalysts and cross-linking agents 
for epoxy resins: 

Cyanoguanldlne. 

Dibutyl phthalate. for use only in coattnga 
for containers having a capacity of 1,000 
gallons or more when such containers are 
Intended for repeated use In contact with 
alcoholic beverages containing up to 8 per¬ 
cent of alcohol by volume. 

Dlethylcnetrt amine. 

Dlphcnylamine. 

Ethylenedlamlne. 

Isophthalyl dihydrazlde for use only In coat¬ 
ings subject to the provisions of paragraph 
(C) (3) or (4) of this section. 

4 4’-Methylencdtanl1tne. for use only in coat¬ 
ing* for containers having a capacity of 
1,000 gallons or more when such contain¬ 
ers are Intended for repeated vise In contact 
with alcoholic beverages containing up to 
8 percent of alcohol by volume. 
jV-01eyl-i.3-propanedlamine with not more 
than 10 percent by weight of dlethylaml- 
noethanol. 

Poly amine produced when 1 mole of the 
chlorohydrin diether of polyethylene gly¬ 
col 400 is made to react under dehydro- 
halogenattng conditions with 2 moles of 
Af-octadecyltrtmethyicnedlainlne for use 
only in coatings that are subject to the 
provisions of paragraph (c) (3) or (4) of 
this section and that contact food at tem¬ 
peratures not to exceed room temperature. 
Salicylic acid, for use only in coatings for 
containers having a capacity of 1,000 gal¬ 
lons or more when such containers are 
Intended for repeated use in contact with 
alcoholic beverages containing up to 8 per¬ 
cent of alcohol by volume. 

8tannoux 2-ethylhexanoste for use only as 
a catalyst at a level not to exceed 1 per¬ 
cent by weight of the resin used in coat¬ 
ings that are Intended for contact with 
food under conditions of use D. E, F. and 
O described In table 2 of paragraph (d) of 
this section. 
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Styrene oxide, for use only In coattngs for 
containers having a capacity of 1.000 gal¬ 
lons or more when such containers are In¬ 
tended for repeated use In contact with 
alcoholic beverages containing up to 8 per¬ 
cent of alcohol by volume. 

Tetraet h yl ene pen tamtne. 

Tetraethyicnepentamlne reacted with equi¬ 
molar quantities of fatty acids. 

Trl(dlmethylamlnomethyl) phenol and its 
salts prepared from the fatty acid moieties 
of the salts listed In paragraph (b)(3) 
(xxtl)(b) of this section, for use only in 
coatings subject to the provisions of para¬ 
graph (c) (3) or (4) of this section. 
Trlethytene tc tramlne. 

TrlmelllUc anhydride for use only as a cross- 
linking agent at a level not to exceed 15 
percent by weight of the resin Intended 
for use only in contact with food under 
conditions of use D. E. F. and O described 
In table 3 of paragraph (d) of this section. 

(c) Adjuncts for epoxy resins: 

Aluminum toutylate. 

Polyamides from dimer ized vegetable oils 
and the amine catalyst* listed In paragraph 
(b) (3) (vlll) (b) of this section, as the basic 
polymer. 

<ix) Coumarone-indcne resin, as the 
basic potymer. 

rx) Petroleum hydrocarbon resin 
<cyclopentadiene type>. as the basic 
polymer. 

<xl> Terpcne resins, as the basic poly¬ 
mer. from one or more of the following: 

Dlpentene. 
a-Pine no. 
fJ-Plncne. 

fxll> Urea-formaldehyde, as the basic 
polymer: 

Urea-formaldehyde. 

Urea-formaldehyde chemically modified with 
methyl, ethyl, butyl, propyl. Isopropyl, or 
isobutyl alcohol. 

Urea-formaldehyde chemically modified with 
on© or more of the amine catalysts listed In 
paragraph (b)(3) (xtll)(b) of this section. 

<xili> Trlazlne-formaldehyde resins, as 
the basic polymer: 

Benzoguanamlne-formaldehyde. 

Melamine -formaldehyde. 

Melamine-formaldehyde chemically modified 
with one or more of the following amine 
catalysts : 

Amine catalysts listed In paragraph (b) (3) 
(vim (bl of this section. 

Dime thy tamlne-2-methyl-l-propanol 
Me th yl prop&nolamlne. 

Trl ©th an daxnl ne. 

Melamine-formaldehyde chemically modified 
with methyl, ethyl, propyl. Isopropyl, butyl, 
or leobutyl alcohol. 

(xiv) Modifiers (for oils and alkyds. 
including polyesters), as the basic poly¬ 
mer: 

Butyl methacrylate. 

Cyclopen tadiene. 

Methyl, ethyl, butyl, or octyl ester* of acrylic 
acid. 

Methyl methacrylate. 

StyTene. 

Vinyl toluene. 

(xv) Vinyl resinous substance, as the 
basic polymers: 

Polyvinyl acetate. 

Polyvinyl alcohol. 

Polyvinyl butyrah 
Polyvinyl chloride. 

Polyvinyl formal. 


Polyvlnylldcno chloride. 

Polyvinyl pyrrolldone. 

Polyvinyl stearate. 

Vinyl cbloclde-acctat©-2,3-epoxypropyl meth¬ 
acrylate copolymers containing not more 
than 10 weight percent of total polymer 
units derived from 2,3-epoxypropyl meth¬ 
acrylate and not more than 0 1 weight 
percent of unreacted 2,3-epoxypropyl 
methacrylate monomer for use In coat¬ 
ings for containers. 

Vinyl chloride-acetate, hydroxyl-modified 
copolymer. 

Vinyl chloride-ace late, hydroxyl-modified 
copolymer, reacted with uimelUtlc anhy¬ 
dride. 

Vinyl chloride copolymerized with acryl¬ 
amide and ethylene In such a manner that 
the finished copolymers have a minimum 
weight average molecular weight of 30.000 
and contain not more than 3~5 weight per¬ 
cent of total polymer units derived from 
acrylamide; lhe acrylamide portion may or 
may not be subsequently partially hydro¬ 
lyzed. 

Vinyl chloride copolymerized with one or 
more of the following substances: 
Acrylonitrile. 

Fumarlc acid and/or Its methyl, ethyl, 
propyl, butyl, amyl, hexyl, heptyl, or 
octyl esters. 

Maleic acid and/or Its methyl, ethyl, 
propyl, butyl, amyl, hexyl, heptyl, or 
octyl eaters. 

6-Norbornene-2.3-dlcarboxyUc acid, mono* 
n-butyl ester; for use such that the fin¬ 
ished vinyl chloride copolymers contain 
not more than 4 weight percent of total 
polymer units derived from this co¬ 
monomer. 

Vinyl acetate. 

Vlnylldene chloride. 

Vinyl chlorlde-vlnylldene chlorldc-2,3- 
epoxypropyl methacrylate copolymers con¬ 
taining not more than 10 weight percent 
of total polymer units derived from 2.3- 
epoxypropyl methacrylate and not more 
than 0.05 weight percent of unreacted 2.3- 
epoxy propyl methacrylate monomer based 
on polymer solids for use only In costings 
for containers Intended for contact with 
foods under conditions B. C. D. E. P. a. or 
H described In Table 2 of paragraph (d) of 
this section. 

(xvi> Ccllulosics, as the basic poly¬ 
mer: 

Csrboxymcthyl cellulose. 

Cellulose acetate. 

Cellulose acetate-butyrate. 

Cellulose acetate-propionate 
Ethylcclluloee. 

Ethyl hydroxyethylcellulose. 
Hydroxyethylcelluloae. 

Hydroxyoropyl methylcell ulose. 
Methylceilulose. 

Nitrocellulose. 

(xvii) Styrene polymers, as the basic 
polymer: 

Polystyrene. 

a-Mcthyl styrene polymer. 

Styrene co polymerized with one or more of 
the following: 

Acrylonitrile. 

a-Methylstyrene. 

(xvlili Polyethylene and Its copoly¬ 
mers as the basic polymer: 

Ethylene-ethyl acrylate copolymer. 
Ethylene-isobutyl acrylate copolymers con¬ 
taining no more than 35 weight percent of 
total polymer units derived from lsobutyl 
acrylate. 

Ethylene-vinyl acetate copolymer. 
Polyethylene. 


(xlx) Polypropylene as the basic poly¬ 
mer: 

Polypropylene. 

Maleic anhydride adduct of polypropylene 
The polypropylene used in the manufac¬ 
ture of the adduct complies with §177.1500 
(c), Item 1.1: and the ndduct has a maxi¬ 
mum combined maleic anhydride content 
of 0 8 percent and a minimum Intrinsic 
viscosity of 0.0. determined at 135* C on 
a 0.1 percent solution of the modified 
polypropylene In decahydronaphthalene a* 
determined by a method available on re¬ 
quest from the Commissioner of Food 
and Drugs. 

(xx> Acrylics and their copolymers, 
as the basic polymer: 

Acrylamide with ethylacrylate and/or sty¬ 
rene and/or methacryllc acid, subsequent:y 
reacted with formaldehyde and butanol 
Acrylic acid and the following eaters thereof: 
Ethyl. 

Methyl. 

Butyl acrylate-styrene-methacryllc acid- 
. hydroxyethyl methacrylate copolymers 
containing no more than 20 weight percent 
of total polymer units derived from meth- 
acryiic acid and containing no more than 

7 weight percent of total polymer units 
derived from hydroxyethyl methacrylate; 
for use only in coatings that are applied br 
electrodepoaitlon to metal substrates. 

Butyl aery late-styrene-meth acrylic acld- 
hydroxy propyl methacrylate copolymer* 
containing no more than 20 weight percent 
of total polymer units derived from 
methacryllc acid and containing no more 
than 7 weight percent of total polymer 
units derived from hydroxypropyl meth¬ 
acrylate; for us© only in coatings that are 
applied by electrodeposKlon to metal sub¬ 
strates and that are Intended for contact, 
under condition of use D. E. F. or O de¬ 
scribed in table 2 of paragraph (d) of this 
section, with fool containing no more than 

8 percent of alcohol. 

Ethyl acrylate-styrene-methacryllc acid co- 
poylmers for use only as modifiers for 
epoxy resins luted in paragraph <b) (3) 
(vlll) (a) of this section. 

Ethyl acrylate-methyl methacrylate-styrene- 
methacrylic acid copolymers for use only 
as modifiers for epoxy resins listed In para¬ 
graph (b) (3) (vlll) (a) of this section 
2-Ethyihexyl acrylate-methyl methacrylate- 
acrylic acid copolymers for use only a* 
modifiers for epoxy resins listed in para¬ 
graph (b) (3) (vlll) of thU section. 
Methacryllc acid and the following esters 
thereof; 

Butyl. 

Ethyl. 

Methyl. 

Methacryllc acid or Its ethyl and methjl 
eaters copolyraemed with one or more of 
the following: 

Acrylic acid. 

Ethyl acrylate. 

Methyl acrylate. 

(xx 1 * Elastomers, as the basic polymer: 

Butadiene-acrylonitrile copolymer. 
Butadiene-acrylonltrlle-styrene copolymer 
Butadiene-styrene copolymer. 

Butyl rubber. 

Chlorinated rubber. 

2-Chloro-l^-butadiene (neoprene). 

Natural rubber (natural latex or natural 
latex solids, smoked or unstnoked). 

Poly Isobutylene. 

Rubber hydrochloride. 

8tyrenc-i«obutyiene copolymer. 

(xxli) Driers made by reaction of a 
metal from paragraph <b>(3)(xxli 1 <a 
of this section with acid, to form the salt 
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listed in paragraph (b) OHxxii) <b) of 
this section: 

(a) Metals: 

/uumimun. 

Calcium. 

Cerium. 

Cobalt. 

Iron. 

Lithium. 

Magnesium. 

Manganese, 

Zinc. 

Zirconium. 

<b) Salts: 

Caprate. 

CaprylaU. 

hcdecanoate. 

Lino l cate, 
naphthene te. 

Neodeaumt*. 

Octoate 

(2-eihythcxoate). 

Oieate. 

r&lmltate. 

Ruinate. 

RictnoleaU. 

Bcyate. 

Stearate. 

Tallate. 

* xxili) Waxes: 

Paraffin. Type f. 

Paraffin, Type n. 

K-iyethylene. 

Kpcrm oil, 
spermaceti. 

<xxlv) Plasticizers: 

Acetyl tributyl citrate. 

Acetyl triethyl citrate. 

Butyl phthaiyl butyl glycolate. 

Butyl stearate. 

p-ferf-Butyl phenyl salicylate. 

Dlbutyl sebacate. 

Diethyl phthalate. 

Dlleobutyl adipate 
DiKooctyl phthalate. 

Epoxidlzed soybean oil (Iodine number maxi¬ 
mum 14; oxlrane oxygen content 6% mini¬ 
mum) . as the basic polymer. 

Ethyl phthaiyl ethyl glycolate. 

2-EthyIhexyl diphenyl phosphate. 
dl-2-Ethylhexyi phthalate. 

Glycerol. 

Glyceryl monooleatc. 

Olyceryi triacetate. 

Monotftopropy! citrate. 

Propylene glycol. 

Sorbitol. 

Mono-, dl-. and tristearyl citrate. 

Trtethyi citrate. 

Tnethylene glycol. 

3<2-Xcnoxyl) - 1.2-epoxypropane. 

<xxv) Release agents, as the basic pol¬ 
ymer. when applicable: 

N-AT-Dlatearoyl ethylenedlamlne. 

Pinolelc acid amide. 

Oleic acid amide. 

Palmitic acid amide. 

Petrolatum. 

Polyethylene wax. 

Polyoxyethylene glycol monooleatc (mol. wt. 
of the polyoxyethylene glycol moiety great¬ 
er than 300). 

Pciytctrafluoroethylene. 

Silicone* (not leas than 300 centistokes vls- 
ooalty): Dime thy ipolyailoxane* and/or 

methylpbenylpolyailoxanes. The methyl- 
phonyipolysiloxanes contain not more than 
2.0 percent by weight of cycloeiloxanes 
on. Vln ® u l > an<1 deluding 4 slloxy units, 
silicones (not lees than 100 eentistoke* vis¬ 
cosity) : Dimethylpolyalloxanes and/or 
methylphenyIpolysiloxanes limited to u»e 


only on metal stibstrates. The methyl- 
phenylpolysiloxanes contain not more than 
2 0 percent by weight of cycloalloxanes 
having up to and including 4 slloxy units. 

<xxvD Pigments and colorants: 

Aluminum. 

Aluminum hydrate. 

Aluminum and potassium silicate (mica). 
Aluminum mono-, dl-. tristearate. 
Aluminum silicate (China clay). 

Barium sulfate. 

Bentonite 

Bentonite, modified with dimethyl dioctade- 
cyl ammonium Ion. 

Burnt umber. 

Calcium carbonate. 

Calcium silicate. 

Calcium sulfate. 

Carbon black (channel process). 

Cobalt oxide-aluminum oxide. 

Dlatomaceous earth. 

Iron oxides. 

Magnesium oxide. 

Magnesium silicate (talc). 

Phthalocyanine blue (CJ, pigment blue 15. 

C.I. No. 74100). 

Raw sienna. 

Silica. 

Taxtrazlne lake (certified FDJLC Yellow No. 5 
only). 

Titanium dioxide. 

Titanium dioxide-barium sulfate. 

Titanium dioxide-magnesium silicate. 

Zinc carbonate. 

Zinc oxide. 

(xxvil> Surface lubricants: 

Cottonseed oil and other edible oils. 

Dibutyl sebacate. 

Dioctyl sebacate. 

Olyceryi monoatearate 
Lanolin. 

Mineral oil. white. 

Palm oil. 

Paraffin, Type L 
Paraffin. Type n. 

Petrolatum. 

Stearic add. * 

(xxvlil) Silicones and their curing cat¬ 
alysts: 

(a) Silicones as the basic polymer: 

Slloxane resins originating from methyl 
hydrogen polysiioxane. dimethyl polyaUoxane, 
and methylphenyl polysiioxane 

(b) Curing (cross-linking) catalysts 
for silicones (the maximum amount of 
tin catalyst used shall be that required to 
effect optimum cure but shall not exceed 
1 part of tin per 100 parts of slloxane 
resins solids): 

Dibutylttn dllaurate. 

Stannous oleate. 

Tetrabutyl tltanate. 

<xxix> Surface active agents: 

Poly |2-(dlethylamtno) ethyl znetharylate) 
phoaphate (minimum intrinsic viscosity in 
water at 25* C Is not less than 0 0 deciliters 
per gram as determined by A STM Method 
D 1243 (10), for use only as a suspending 
agent in the manufacture of vinyl chloride 
copolymers and Limited to use at levels not 
to exceed 0.1 percent by weight of the 
copolymers. 

Sodium dioctyl sulfoeucclnate. 

Sodium dodcryl benzcnesulfonate. 

Sodium lauryl sulfate. 

(xxx) Antioxidants: 

Butylated hydrosyanlsole. 

Butylated hydroxy toluene. 

Gum gualac. 


Dllauryl thlodtproplonate. 
Nordlhydrogualarettc acid. 

Propyl gallate. 

DMearyl thlodlproplonate. 

Thiodlproplonlc acid 
2,4.5-Trihydroxybutyropbenone. 

(xxxi) Can-end cements (sealing com¬ 
pounds used for sealing can ends only): 
In addition to the substances listed in 
paragraph ‘ b > of this section and those 
listed in 1177.1210(b) (5) of this chapter, 
the following may be used: 

Butadlene-styrene-fumarlc add copolymer. 
4,4 , -Butylldenebls(6-ferf-butyl-m*cre90l). 
Dlbenxamido phenyl disulfide. 

Dl-fl-naphthyl phenylenedlamlne. 
Dipentamethylene thiuram tetraaulflde. 
lAobutylene-t-xjpr<*nc-dlvlnylbenzenc copoly¬ 
mers for use only at levels not to exceed 15 
percent by weight of the dry cement com¬ 
position. 

Naphthalene sulfonic acid-formaldehyde con¬ 
densate. sodium salt, for use only at levels 
not to exceed 0.0 percent by weight of the 
cement solids in can end cements for con¬ 
tainers having a capacity of not lews than 
5 gallons. 

Sodium dccyibenr.ene sulfonate. 

Sodium nitrite for use only at levels not to 
exceed 0.3 percent by weight of the cement 
solids In can end cements for containers 
having a capacity of not less than 5 
gallons. 

Sodium pentachlorophenate for me as a pre¬ 
servative at 0 1 percent by weight In can- 
sealing compounds on containers having a 
capacity of & gallons or more. 

Sodium phenyiphenate. 

Tetra-odium EDTA Itetrasodium ethylene- 
dlamlnetetraacctate). 

Tri imixed mono- and dtnonylphenyl) phos¬ 
phite 

Zinc dlbutyidlthtocarbamate. 

»xxxli> Side scorn cements: In addi¬ 
tion to the substances listed in paragraph 
(b)(3)(i) to (xxx), inclusive, of this 
section, the following may be used 

p-fcrf-Butyl perbenzoate as a catalyst for 
epoxy resin. 

epsilon-Caprolactam-(cthylcne-ethyl acry¬ 
late) graft polymer. 

Dlcumyl peroxide for use only as polymeriza¬ 
tion catalyst. 

Dllsodecyl phthalate for use only as plasti¬ 
cizer in side seam cements for containers 
Intended for use in contact with food only 
of the types Identified in paragraph (d) 
of this section, table 1, under categories I, 
II. and VI. 

Ethyl toluene sulfonamide. 

Polyamides derived from the following acids 

arid amines: 

Acids; 

Adipic. 

Azelaic. 

Sebacic. 

Vegetable oil acids (with or without di¬ 
merization). 

Amines: 

Dlethylenetrtamlne. 

Dlphenylamlne. 

Ethylenedlamlne. 

Hexamelhylened) amine. 

Tetraethylenepentamlne, 

Trie thy lenetetraml ne. 

Sodium pentachlorophenate for use as a pre¬ 
servative at 0.1 percent by weight In can- 
sealing compounds on containers having a 
capacity of 5 gallons or more. 

Toluene sulfonamide formaldehyde resin 
(basic polymer). 

Triethylene glycol methacrylate for u«e only 
as polymerization cross-linking agent In 
side seam cements for containers intended 
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for u&e in contact with food only of the 
types Identified In paragraph (d> of this 
section, table 1, under categories I. II. 
and VI, 

Urea- 

(xxx111) Miscellaneous materials: 

Ammonium citrate. 

Ammonium potassium phosphate. 

Calcium acetate. 

Calcium ethyl aeetoacetate. 

Calcium glycerophosphate. 

Calcium, sodium, and potassium oleates. 
Calcium, sodium, and potassium rlclnoleates. 
Calcium, sodium, and potassium stearates. 
Castor oil. hydrogenated. 

Cetyl alcohol. 

Cyclohexanone-formaldehyde resin produced 
when 1 mole of cyclohexanone 1a made to 
react with l 65 molea of formaldehyde such 
that the finished resin has an average 
molecular weight of 600-610 as determined 
by ASTM Method D2503 For use only in 
contact with nonalcoholic and nonfatty 
foods under conditions of use E. F. and 
O. described In table 2 of paragraph <d> 
of this section. 

Decyl alcohol. 

D!sodium hydrogen phosphate. 

Ethyl acetoacetate. 

Lauryl alcohol. 

Lecithin. 

Magnesium, sodium, and potassium citrate. 
Magnesium glycerophosphate. 

Magnesium stearate. 

Mono-, dt-. and trlcalclum phosphate. 
Monodlbutylamlne pyrophosphate as 9e- 
questrant for Iron. 

Mono-, dl-. and trlmagneslum phosphate. 
Myristyl alcohol. 

Octyl alcohol. 

Phosphoric acid. 

Polybutene, hydrogenated: complying wtth 
the Identity and limitations prescribed by 
f 178 3740 of this chapter. 

Poly (ethylene oxide). 

Sodium pyrophosphate. 

Stannous chloride. 

Stannous stearate. 

Stannous sulfate. 

Stearyl alcohol. 

Tctrasodlum pyrophosphate. 

Trldecyl alcohol produced from tetrapropy- 
lene by the oxo process, for use only as a 
processing aid in polyvinyl chloride rains. 
Vinyl sects to-dibutyl maieate copolymers 
produced when vinyl acetate and dlbutyi 
maieate are copolymerized with or without 
one of the monomers: Acrylic acid or 
glyc-ldy! methacrylate. For use only In 
coatings for metal foil used In contact 
with foods that are dry solids with the 
surface containing no free fat or oil. The 
finished copolymer* shall contain at least 
50 weight-percent of polymer units de¬ 
rived from vinyl acetate and shall contatn 
no more than 5 weight-percent of total 
polymer units derived from acrylic acid 
or glycldyl methacrylate. 

(xxxlv) Polyamide resins derived from 
dimerized vegetable oil acids < contain¬ 
ing not more than 20 percent of mon¬ 
omer acids) and ethylenedlamlne. ns 
the baste resin, for use only In coatings 
that contact food at temperatures not 
to exceed room temperature 
(xxxv) Polyamide resins having a 
maximum acid value of 5 and a maxi¬ 
mum amine value of 8.5 derived from 
dimerized vegetable oil acids (contain¬ 
ing not more than 10 percent of mono¬ 
mer acids), ethylenedlamlne. and 4.4-bis 
<4-hydroxyphenyl)pentanolc acid (in an 
amount not to exceed 10 percent by 
weight of said polyamide resins); as the 
basic resin, for use only in coatings that 
contact food at temperatures not to 
exceed room temperature provided that 


the concentration of the polyamide 
resins in the finished food-contact coat¬ 
ing does not exceed 5 milligrams per 
square inch of food-contact surface. 

(xxxvi) Methacrylonltrlle grafted 
polybutadiene copolymers containing no 
more than 41 weight percent of total 
polymer units derived from methacry- 
lonltrtle; for use only in coatings that 
arc Intended for contact, under condi¬ 
tions of use D, E. P. or G described in 
Table 2 of paragraph (d> of this section, 
with food containing no more than 8 per¬ 
cent of alcohol. 

(c> The coating In the finished form 
In which it is to contact food, when ex¬ 
tracted with the solvent or solvents char¬ 
acterizing the type of food, and under 
conditions of time and temperature 
characterizing the conditions of Its in¬ 
tended use as determined from Tables l 
and 2 of paragraph (d> of this section, 
shall yield chloroform-soluble extrac¬ 
tives, corrected for zinc extractives as 
zinc, oleate, not to exceed the following: 

Cl) From a coating Intended for or 
employed as a component of a container 
not to exceed 1 gallon and Intended for 
one-time use. not to exceed 0.5 milligram 
per square inch nor to exceed that 
amount as milligrams per square Inch 
that would equal 0.005 percent of the 
water capacity of the container, in milli¬ 
grams, divided by the area of the food- 
contact surface of the container in 
square Inches. From a fabricated con¬ 
tainer conforming with the description 
in this paragraph (cMl). the extractives 
shall not exceed 0.5 milligram per 
square inch of food-contact surface nor 
exceed 50 parts per million of the water 
capacity of the container as determined 
by the methods provided In paragraph 
(e) of this section. 


(2) From a coating Intended for or 
employed as a component of a container 
having a capacity in excess of 1 gallon 
and intended for one-time use. not to 
exceed 18 milligrams per square Inch 
nor to exceed that amount as milligrams 
per square inch that would equal 0.005 
percent of the water capacity of the con¬ 
tainer In milligrams, divided by the area 
of the food-contact surface of the con¬ 
tainer In square inches. 

«3) From a coating intended for or 
employed as a component of a container 
for repeated use. not to exceed 18 milli¬ 
grams per square Inch nor to exceed that 
amount as milligrams per square Inch 
that would equal 0.005 percent of the 
water capacity of the container in milli¬ 
grams. divided by the area of the food- 
contact surface of the container in 
square Inches. 

<4) From coating intended for re¬ 
peated use, and employed other than as 
a component of a container, not to exceed 
18 milligrams per square inch of coated 
surface. 

<d> Tables: 

Table 1.— Types of food 


I. Non arid (pH abort SM>, aqueous products may 
contain lalt or sugar or both, and fndudintr oil* 
in-watcr emu Won* of low* oc hl»1> fnt content. 
11. Acidic (pll 5.0 or below), aqueous products: may 
contain unit or rojrnLoc both, and including oil* 
ln-watcr emulsions of low- or htrh fut content. 

III. Anurous, arid or nonarld products contitirtnc 

free oil or fat, may contain salt, and InrUi'tj it 
watrHtwrfl emulsions of low or lilth fat oontrti t. 

IV. Dairy products and modifications: 

A. Witcrdn-oUeiunMao. Itl*h or low fat, 

B. Oil-in-watcr emulsion, high or low fat. 

V. Low moist tire fats and oils. 

VI. Bevemire* 

A. Containing alcohol. 

R. Nonalcoholic. 


VIT. Bakery products. 

VIII. Dry solids (no end test required). 


TAni.E 2.— Test procedures for determining the amount of extractives from resdnous or 
polymeric coatings, using solvents simulating types of fomls and beverages 


Extractant 


Condition of use Type* of food Water Heptane» » g pr« alroM 

tsea table 1) (lime and (time and «bme nnd 

temperature) temprratuie) tetniierarurr) 


A. High temperature beat steriUred 
(e x-, over 212* F). 


B Bolllnc water ftsellirvJ. 


C. Hot filled or posteurUed above 
150* V. 


f. rV-B.250* F. 2 hr__ 

m. IV-A, vn .do.I.VF F. 2 hr. 

II.212* V,ft) min.... 

III. VII.do..130° F.*)min_.. 

If, IV-B..Fill hotline, cool . 

to 100* F. 

rn, IV-A.do.1ST F.. 15 min.... 


D. Hot filled or pasiearited below 

iso* r. 

K. Room temperature filled and 
stored fno thermal treatment In 
the container). 

F. Refrigerated «torture fno thermal 
trraixnecU tu the container). 

O. Frocrn stonqr- fno thermal treat¬ 
ment in the container). 

II. Froien storage: Brady-prepared 
food* intended to be reheated In 
container si lime of u«e. 

I. Aqueous or oil in water 
emuteon of high or low 


V .. 

if.IV-B, Vl-B.150* F. 2 hr. 

III. IV-A.do. 

V . 

VI-A... 

!. II. IV-B, VI-B.. !2tC K. 34 hr 

111. IV-A..do. 

V.VIl. 

IVI A .. 

I, n. HI. IV-A. 7tr r.4*br. 
IV-B. Vl-B. VII. 

i. u, i i*ii iv-B.’v n. 7o* Y, ii turV. 


....do... 

ioor f" » 

... do. 


’7or*F**no 

.do. 



I, IT, IV-B.. 21 r F, 30 min 


ixr F. 2 hr. 


120* F, 24 t»f. 


76* F. 41 hr. 


2. Aqueous, high or low free HI, IV-A, VII..^..do.. 12<F F, 20 min..— 

oil vf tax. 


» Heptane ext rad an I not to be used on wax lined containers. ._. , 

• Heptane extract! vity results must be divided by a tsetar of five Ui arriving at Ihe etirocilvliy ** • food » 
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(e) Analytical methods— (1) Sclec- 
tion of extractability conditions. First 
ascertain the type of food product (Ta¬ 
ble 1, paragraph (d) of this section) that 
Is being packed commercially In the test 
container and the normal conditions of 
i normal treatment used In packaging 
the type of food Involved. Using Table 2 
(paragraph (d) of this section), select 
the food-stimulating solvent or solvents 

demineralized distilled water, heptane, 
and/or 8 percent ethyl alcohol) and 
the time-temperature exaggerations of 
the container-use conditions. Aqueous 
products (types I, n. IV-B. and VI-B> 
require only a water-cxtractability test 
at the temperature and time conditions 
shown for the most severe “conditions 
of use." Aqueous products with free oil 
or fat and water-oil emulsions (types 
in. IV-A, and VII > will require deter¬ 
minations of both water extractability 
and heptane extractability. Low-mois¬ 
ture fats and oils (type V with no free 
water) require only the heptane extract- 
ability. Alcoholic beverages (type VI- 
A» require only the 8 percent alcohol 
extractant. Having selected the ap¬ 
propriate extractant or extractants sim¬ 
ulating various types of foods and 
beverages and the time-temperature ex¬ 
aggerations over normal use. follow the 
applicable extraction procedure Adapt 
the procedure, when necessary, for con¬ 
tainers having a capacity of over 1 
gallon. 

(2) Selection of coated-container 
samples. For consumer-sized contain¬ 
ers up to 1 gallon, quadruplicate samples 
of representative containers (using for 
each replicate sample the number of 
containers nearest to an area of 180 
square inches) should be selected from 
the lot to be examined. 

<3> Cleaning procedure preliminary 
to determining the amount of extract- 
ables from coa'ed containers. Quadru¬ 
plicate samples of representative con¬ 
tainers should be selected from the lot 
to be examined and must be carefully 
rinsed to remove extraneous material 
prior to the actual extraction procedure. 
Soda fountain pressure-type hot water 
rinsing equipment, consisting in its 
simplest form of a ft-inch-ft-inch in¬ 
ternal diameter metal tube attached to a 
hot water line and bent so as to direct a 
stream of water upward, may be used. 
Be sure hot water has reached a tem¬ 
perature of 190* F-200 F before start¬ 
ing to rinse the container. Invert the 
container over the top of the fountain 
&nd direct a strong stream of hot water 
against the bottom and all sides for 1 
minute, drain, and allow to dry. 

<*> Exposure conditions— <\) Water 
‘250* F for 2 hours), simulating high- 
temperature heat sterilization . Fill the 
container within ft-inch of the top with 
ft measured volume of demineralized dis¬ 
tilled water. Cover the container with 
clean aluminum foil and place the con¬ 
tainer on a rack In a pressure cooker. 
**™J a amount of demineralized 

distilled water to the pressure cooker, 
but do not allow the water to touch the 
bottom of the container. Close the 
cooker securely and start to heat over a 
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suitable burner. When a steady stream 
of steam emerges from the vent, close 
the vent and allow the pressure to rise 
to 15 pounds per square Inch (250* F) 
and continue to maintain this pressure 
for 2 hours. Slowly release the pressure, 
open the pressure cooker wiien the 
pressure reads zero, and composite the 
water of each replicate Immediately in a 
clean Pyrex flask or beaker. Proceed 
with the determination of the amount 
of extractives by the method described 
in paragraph (e) <5> of this section. 

(il> Water (212* F for SO minutes>, 
simulating boiling water sterilization. 
Pill the container within ft-lnch of the 
top with a measured volume of boiling, 
demineralized distilled water. Cover the 
container with clean aluminum foil and 
place the container on a rack In a 
pressure cooker in which a small amount 
of demineralized distilled water is boil¬ 
ing. Do not close the pressure vent, but 
operate at atmospheric pressure so that 
there is a continuous escape of a small 
amount of steam. Continue to heat 
for 30 minutes, then remove the test con¬ 
tainer and composite the contents of 
each replicate immediately In a clean 
Pyrex flask or beaker. Proceed with the 
determination of the amount of ex¬ 
tractives by the method described in 
paragraph (e><5> of this section. 

(Ill) Water t from boiling to 100 ' f*>. 
simulating hot fill or pasteurization 
above ISO' F. Fill the container within 
ft-inch of the top with a measured vol¬ 
ume of boiling, demineralized distilled 
water. Insert a thermometer in the 
water and allow the uncovered container 
to stand in a room at 70* F-85* F. When 
the temperature reads 100 * F. composite 
the water from each replicate immedi¬ 
ately In a clean Pyrex flask or beaker. 
Proceed with the determination of the 
amount of extractives by the method 
described in paragraph (e) <5) of tills 
section. 

<lv) Water <150* F for 2 hours), 
simulating hot fill or pasteurization be - 
lore ISO a F . Preheat demineralized dis¬ 
tilled water to 150* F In a clean Pyrex 
flask. Fill the container within ft-Inch 
of the top with a measured volume of the 
150* F water and cover with clean 
aluminum foil. Place the test container 
In an oven maintained at 150* F. 
After 2 hours, remove the test container 
from the oven and Immediately com¬ 
posite the water of each replicate in a 
clean Pyrex flask or beaker. Proceed 
with the determination of the amount 
of extractives by the method described 
In paragraph <e) (5) of this section. 

(y) Water 1120 * F for 24 hours), sim¬ 
ulating room temperature filling and 
storage . Preheat demineralized distilled 
water to 120 c F in a clean Pyrex flask. 
Fill the container within ft-inch of the 
top with a measured volume of the 120* 
F water and cover with clean aluminum 
foil. Place the test container In an Incu¬ 
bator or oven maintained at 120* F. 
After 24 hours, remove the test container 
from the incubator and immediately 
composite the water of each replicate In 
a clean Pyrex flask or beaker. Proceed 
with the determination of the amount of 
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extractives by the method described in 
paragraph <e) (5) of this section. 

(vi) Wafer ( 70 F for 48 hours), simu¬ 
lating refrigerated storage. Bring de¬ 
mineralized distilled w'ftter to 70* F in a 
clean Pyrex flask. Fill the container 
within ft-inch of the top with a meas¬ 
ured volume of the 70* F water, and 
cover with clean aluminum foil. Place 
the test container in a suitable room 
maintained at 70'' F. After 48 hours, im¬ 
mediately composite the water of each 
replicate in a clean Pyrex flask or beak¬ 
er. Proceed with the determination of 
the amount of extractives by the method 
described in paragraph (e)(5) of this 
section. 

ivli) Woter < 70 * F for 24 hours ), simu¬ 
lating frozen storage. Bring demineral¬ 
ized distilled water to 70* F in a clean 
Pyrex flask. Fill the container within 
ft-inch of the top with a measured vol¬ 
ume of the 70* F water and cover with 
clean aluminum foiL Place the container 
in a suitable room maintained at 70“ F. 
After 24 hours, immediately composite 
the water of each replicate in a clean 
Pyrex flask or beaker. Proceed with the 
determination of the amount of extrac¬ 
tives by Uve method described in para¬ 
graph (e) (5) of this section. 

(vlii* Water (212* F for 30 minutes ), 
simulating frozen foods reheated in the 
container . Fill the container to within 
ft-inch of the top with a measured vol¬ 
ume of boiling, demineralized distilled 
water. Cover the container with clean 
aluminum foil and place the container 
on a rack in a pressure cooker in which 
a small amount of demineralized distilled 
waster is boiling. Do not close the pres¬ 
sure vent, but operate at atmospheric 
pressure so that there is a continuous 
escape of a small amount of steam. Con¬ 
tinue to heat for 30 minutes, then remove 
the teat container and composite the con¬ 
tents of each replicate immediately in a 
clean Pyrex flask or beaker. Proceed 
with the determination of the amount 
of extractives by the method described 
in paragraph (e><5) of this section. 

Ox) Heptane (ISO* F for 2 hours ) 
simulating high-temperature heat steri¬ 
lization for fatty foods only. Preheat re¬ 
distilled reagent-grade heptane (boiling 
point 208° F) carefully in a clean Pyrex 
flask on a ivater bath or nonspArking 
hot plate in a well-ventilated hood to 
150* F. At the same time preheat a 
pressure cooker or equivalent to 150* F 
in an incubator. This pressure cooker is 
to serve only as a container for the hep¬ 
tane-containing test package Inside the 
Incubator In order to minimize the dan¬ 
ger of explosion. Fill the test container 
within ft-inch of the top with a meas¬ 
ured volume of the 150* F heptane and 
cover with clean aluminum foil. Place 
the test container in the preheated pres¬ 
sure cooker and then put the assembly 
into a 150* F incubator. After 2 hours, 
remove the pressure cooker from the in¬ 
cubator, open the assembly', and immedi¬ 
ately composite the heptane of each rep¬ 
licate In a clean Pyrex flask or beaker. 
Proceed with the determination of the 
amount of extractives by the method 
described in paragraph (e)(5) of this 
section. 
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(x) Heptane (120 m F for 30 minutes), 
simulating boiling water sterilization of 
tatty foods only . Preheat redistilled re¬ 
agent-grade heptane (boiling point 208* 
P) carefully in a clean Pyrcx flask on a 
water bath or nonxparking hot plate in a 
well-ventilated hood to 120* F. At the 
same time, preheat a pressure cooker 
or equivalent to 120* F in an incubator. 
This pressure cooker is to serve only as 
a vented container for the heptane- 
containing test package Inside the in¬ 
cubator in order to minimize the danger 
of explosion. Pill the test container 
within y 4 -inch of the top with a meas¬ 
ured volume of the 120* F heptane and 
cover with clean aluminum foil. Place 
the test container in the preheated pres¬ 
sure cooker and then put the assembly 
into a 120* F incubator. After 30 min¬ 
utes. remove the pressure cooker from 
the incubator, open the assembly, and 
immediately composite the heptane of 
each replicate in a clean Pyrex flask or 
beaker. Proceed with the determination 
of the amount of extractives by the 
method described in paragraph <e) (5) 
of this section. 

<xi> Heptane (120* F tor IS minutes >. 
simulating hot /111 or pasteurization 
aboi^e 150 * F tor fatty foods only . Pre¬ 
heat redLstilled reagent-grade heptane 
(boiling point 208* F) carefully in n 
clean Pyrex flask on a water bath or 
nonsparking hot plate in a well-vcn- 
tilated hood to 120* F. At the same time, 
preheat a pressure cooker or equivalent 
to 120* F in an incubator. This pressure 
cooker is to serve only as a container for 
the heptane-containing test package in¬ 
side the incubator in order to minimize 
the danger of explosion. FlU the test 
container within ^-inch of the top with 
a measured volume of the 120* F hep¬ 
tane and cover with clean aluminum foil. 
Place the test container in the preheated 
pressure cooker and then put the assem¬ 
bly into a 120* F incubator. After 15 
minutes, remove the pressure cooker 
from the incubator, open the assembly, 
and immediately composite the heptane 
of each replicate in a clean Pyrex flask 
or beaker. Proceed with the determina¬ 
tion of the amount of extractives by the 
method described in paragraph (e) (5) of 
this section. 

(xii) Heptane (100* F for 30 minutes ). 
simulating hot fill or pasteurization 
below ISO* F for fatty foods only. Pre¬ 
heat redistilled reagent-grade heptane 
(boiling point 208* F> carefully in a 
clean Pyrex flask on a water bath or 
nonsparking hot plate in a wxll-venti¬ 
lated hood to 100* F. At the same time, 
preheat a pressure cooker or equivalent 
to 100* F in an incubator. This pressure 
cooker is to serve only as a container 
for the heptane-containing test package 
inside the incubator in order to minimize 
the danger of explosion. Fill the test 
container within y 4 -inch of the top with 
a measured volume of the 100* F heptane 
and cover with clean aluminum foil. 
Place the test container in the preheated 
pressure cooker and then put the as¬ 
sembly into a 100* F incubator. After 
30 minutes, remove the pressure cooker 


from the incubator, open the assembly 
and Immediately composite the heptane 
of each replicate in a clean Pyrex flask 
or beaker. Proceed with the determina¬ 
tion of the amount of extractives by the 
method described in paragraph (e) (5) of 
this section. 

(xiii) Heptane (70* F for 30 minutes >. 
simulating room temperature filling and 
storage of fatty foods only . Fill the test 
container within y 4 -lnch of the top with 
a measured volume of the 70* F heptane 
and cover with clean aluminum foil. 
Place the test container in a suitable 
room maintained at 70* F. After 30 min¬ 
utes. composite the heptane of each 
replicate in a clean Pyrex flask or beaker. 
Proceed with the determination of the 
amount of extractives by the method 
described in paragraph <e><5> of this 
section. 

(xiv) Heptane UZO* F for 30 minutes), 
simulating frozen fatty foods reheated in 
the container. Preheat redistilled rea¬ 
gent-grade heptane (boiling point 208* 
F) carefully In a clean Pyrex flask on a 
water bath or hot plate In a well-venti¬ 
lated hood to 120* F. At the same time, 
preheat a pressure cooker to 120* P in an 
incubator. This pressure cooker is to 
serve only as a container for the heptane- 
containing test package inside the incu¬ 
bator in order to minimize the clanger of 
explosion. Fill the test container within 
IVinch of the top with a measured vol¬ 
ume of the 120* F heptnne and cover 
with clean aluminum foil. Place the test 
container in the preheated pressure 
cooker and then put the assembly into 
a 120* F incubator. After 30 minutes, 
remove the pressure cooker from the in¬ 
cubator. open the assembly and immedi¬ 
ately composite the heptane from each 
replicate into a clean Pyrex flask. Pro¬ 
ceed with the determination of the 
amount of extractives by the method 
described in paragraph (e)(5) of tills 
section. 

(xv) Alcohol—3 percent (l 50' F for 2 
hours), simulating alcoholic beverages 
hot filled or pasteurized below ISO* F. 
Preheat 8 percent (by volume) ethyl al¬ 
cohol in demineralized distilled water to 
150* F in a clean Pyrex flask. Fill the 
test container with within ft-inch of the 
top with a measured volume of the 8 
percent alcohol. Cover the container 
with clean aluminum foil and place in an 
oven maintained at 160' F. After 2 
hours, remove the container from the 
oven and immediately composite the al¬ 
cohol from each replicate in a clean 
Pyrex flask. Proceed with the determi¬ 
nation of the amount of extractives by 
the method described in paragraph 
(e)(5) of this section. 

(xvi) Alcohol—3 percent (120* F for 
24 hours ) ,simulating alcoholic beverages 
room-temperature filled and stored . 
Preheat 8 percent tby volume) ethyl 
alcohol in demineralized distilled water 
to 120* F in a clean Pyrex flask. Fill the 
test container within y 4 -inch of the top 
with a measured volume of the 8 percent 
alcohol, cover the container with clean 
aluminum foil and place in an oven or 
incubator maintained at 120* F. After 


24 hours, remove the container from the 
oven or Incubator and Immediately com¬ 
posite the alcohol from each replicate 
into a clean Pyrex flask. Proceed with 
the determination of the amount of 
extractives by the method described in 
paragraph (e) (5) of this section. 

(xvii) Alcohol — 8 percent (70* F for 
48 hours ). simulating alcoholic beverages 
in refrigerated storage. Bring 8 percent 
<by volume) ethyl alcohol in demineral¬ 
ized distilled water to 70* F in a dean 
Pyrex flask. Fill the Lest container 
within IVinch of the top with a meas¬ 
ured volume of the 8 percent alcohul 
Cover the container with clean alumi¬ 
num foil. Place the test container in a 
suitable room maintained at 70* F. After 
48 hours, immediately composite the 
alcohol from each replicate into a dean 
Pyrex flask. Proceed with the determi¬ 
nation of the amount of extractives by 
the method described in paragraph <e) 
(5) of this section. 

Note: Tho teat* specified in paragraph (c) 
(4) (I) through (xvU) of this 10011011 are ap¬ 
plicable to flexible package# conftUtlng of 
coated metal contacting food, tn which cat* 
the closure end U double-folded and damped 
with metal *pring clips by which the pack¬ 
age can be w impended. 

(5) Determination of amount of ex¬ 
tractives —(i) Total residues. Evaporate 
the food-simulating solvents from para¬ 
graph <e)(4Mi> to (xvii), inclusive, of 
this section to about 100 milliliters tu 
the Pyrex flask and transfer to a clean, 
fared platinum dish, washing the flask 
three times with the solvent used In the 
extraction procedure, and evaporate to 
a few milliliters on a nonsparking low- 
temperature hotplate. The last few milli¬ 
liters should be evaporated in an oven 
maintained at a temperature of 212* F. 
Cool the platinum dish in a desiccator 
for 30 minutes and weigh the residue to 
the nearest 0.1 milligram ( e ). Calculate 
tiie extractives in milligrams per square 
inch and in parts per million for the par¬ 
ticular size of container being tested 
and for the specific food-simulating 
solvent used. 

<a> % Water and 8-percent alcohol 

UUlljoan'i extierllwe per square Inch - J 


EttmrMtra mldo* - Ft 


(VXi) 


<b) Heptane: 

Milligram* extractive* per square inch - — 


Kxtruciivfv rwldu# - Ft 


(rUoHlOOO) 


Whir*. 


Ft - Eurwtivnrtcido# In ppm for my contain** sa 
MiIU«nun» eitracUvra per sample t opted, 
a - Totiu coned are*, mrtadfnf oWnrure In eqcsre 


1 1 u h *-.«. 

c- Water capacity of contain**-. In framt. 

• -Surface of coated area U*t*a. In emiare Inch** 

/-Five. lb# ratio of U>o amount of ntneUwm m- 
tnoved from a coaled container by ImpCado 
under acmcrated Umedamjvratar* if* coo- 
dilloctt compared to the amount oiimrtod 07 • 
Ui or oil horn a container tested und#r #***- 


✓ -Chloroform-*UuUe extractive residue. 

M'-Zin* corrected chloroform ooiuble cxirortm 


r'orrr'U eubcUtoled lor r In the above equation* who* 

n ec e aa ir y. 
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U when calculated by the equations in 
paragraph (eUSXIXa) and <b) of this 
section, the concentration of extractives 
residue < Ex) exceeds 50 parts per million 
or the extractives in milligrams per 
square inch exceed the limitations pre¬ 
scribed in paragraph <c) of this section 
for the particular container size, pro¬ 
ceed to paragraph <e»»2><U> of this 
section < method for determining the 
amount* of chloroform-soluble extrac¬ 
tives residue). 

<il> Chloroform-soluble extractives 
residue . Add 50 milliliters of chloroform 
.freshly distilled reagent grade or a 
grade having an established consistent¬ 
ly low blank) to the dried and weighed 
residue. (O, in the platinum dish, ob¬ 
tained in paragraph (eX5>fi) of this 
section. Warm carefully, and Alter 
through Whatman No. 41 Alter paper in 
a Pyrex funnel, collecting the filtrate In a 
dean, tared platinum dish. Repeat the 
chloroform extraction, washing the Alter 
paper with this second portion of chloro¬ 
form Add this filtrate to the original 
filtrate and evaporate the total down to 
a few milliliters on a low-temperature 
hotplate. The last few milliliters should 
be evaporated in on oven maintained at 
212* F. Cool the platinum dish in a 
desiccator for 30 minutes and weigh to 
the nearest 0.1 milligram to get the chlo¬ 
roform-soluble extractives residue (e*>. 
This e' Lx substituted for c In the equa¬ 
tions in paragraph <eM5Xi) <«) and 
(bi of this section. If the concentration 
of extractives (Exi still exceeds 50 parts 
per million or the extractives in milli¬ 
grams per square inch exceed the limita¬ 
tions prescribed in paragraph <c> of this 
section for the particular container size, 
proceed as follows to correct for zinc 
extractives ("C" enamels only): Ash the 
residue in the platinum dish by heating 
gently over a Meeker-type burner to de¬ 
stroy organic matter and hold at red 
heat for about 1 minute. Cool in the 
ulr for 3 minutes, and place the platinum 
dish in the desiccator for 30 minutes and 
weigh to the nearest 0.1 milligram. An¬ 
alyze this ash for zinc by standard As¬ 
sociation of Official Agricultural Chem¬ 
ists methods or equivalent. Calculate 
the zinc in the ash as zinc oleate. and 
subtract from the weight of chloroform- 
soluble extractives residue <e') to ob¬ 
tain the zinc-corrected chloroform- 
soluble extractives residue <ee 0 ). This 
ec' is substituted for e in the formulas in 
Paragraph (eX5Xi) fa> and tb> of this 
faction. To comply with the limitations 
in paragraph (c) of this section, the 
chloroform-soluble extractives residue 
<but after correction for the zinc ex¬ 
tractives in case of “C* enamels) must 
not exceed 50 parts per million and must 
not exceed in milligrams per square inch 
the limitations for the particular article 
as prescribed in paragraph <c) of this 
section. 

<f> Equipment and reagent require¬ 
ments —(D Equipment. 

Aiming equipment, soda fountain proa* 
*are-type hot water, confuting in Mmplest 
rj rm of a % -Inch- % -Inch Inside diameter 
tube attached to a hot water Une de¬ 


livering 100* P-200* P water and bent bo as 
to direct a stream of water upward. 

Pressure cooker. 21-quart capacity with 
pressure gage, safety release, and removable 
rack. 12.5 Inches Inside diameter x 11 Inches 
inside height. 20 pounds per square Inch safe 
operating pressure. 

Oven, mechanical convection, range to In¬ 
clude 120* P-212* P explosion-proof. Inside 
dimensions (minimum). 19" x 19** x 19". 
constant temperature to ^2* F (water bath 
may be substituted). 

Incubator. Inside dimensions (minimum) 
19** x *9" x 19" for use at 100* P-t-2* P 
explosion proof (water bath may be sub¬ 
stituted) . 

Conn tan t-temperature room or chamber 
70* F:t3* F minimum Inside dimensions 
19" x 19" x 19". 

Hot piste, nousparking (explosion proof), 
top 12" x 20". 2.500 watts, with temperature 
control. 

Platinum dish, 100-mllIlllter rapacity 
minimum. 

All glass. Pyrex or equivalent 

<2> Reagents. 

Water, all water used in extraction pro¬ 
cedure should be freshly demineralized 
(deionized) distilled water. 

Heptane, reagent grade, freshly redistilled 
before use. using only material boiling at 
208* P. 

Alcohol, 8 percent (by volume), prepared 
from undenatured 95 percent ethyl alcohol 
diluted with demineralized or distilled water. 

Chloroform, reagent grade, freshly redis¬ 
tilled before use, or a grade having an estab¬ 
lished. consistently low blank. 

Filter paper, Whatman No. 41 or equivalent. 

<g) In accordance with good manu¬ 
facturing practice, finished coatings in¬ 


tended for repeated food-contact use 
shall be thoroughly cleansed prior to 
their first use In contact with food. 

<h» AcrylonitrUc copolymers identified 
in this section shall comply with the pro¬ 
visions of 1 180.22 of this chapter. 

§ 175.320 llidinoiiR am! polytnerir mul¬ 
ing* for polyolefin film*. 

Resinous and polymeric coatings may 
be safely used as the food-contact sur¬ 
face of articles Intended for use in pro¬ 
ducing, manufacturing, packing, proc¬ 
essing, preparing, treating, packaging, 
transporting, or holding food, in accord¬ 
ance with the following prescribed con¬ 
ditions: 

*a> The coating is applied as a con¬ 
tinuous film over one or both sides of a 
base film produced from one or more of 
the basic olefin polymers complying with 
5 177.1520 of tliis chapter. The base poly¬ 
olefin film may contain optional adjuvant 
substances permitted for use in polyole¬ 
fin film by applicable regulations in Parts 
170 through 189 of this chapter. 

•b) The coatings are formulated from 
optional substances which are: 

*1) Substances generally recognized 
as safe for use in or on food. 

12) Substances the use of which is 
permitted under applicable regulations 
in this part, by prior sanctions, or ap¬ 
provals. 

«3> Substance*; identified In this sub- 
paragraph (a)(3) and subject to such 
limitations as are provided: 


tJai *f ruiirfaurr* 

(I) Roiiw titf] iwlymcn; 

Any He and ivdyjner and It* ethyl ur methyl 


LiimklUiOHM 


Art y lam Mr cap* lymmrcd with ethyl acrylate 
amtor rtpw and iw wrthaerybe acid. and 
tb*» ennolymrr *itf*-qnrntty reaH.-q with 
formaldehyde and Hitaiio!. 

Butadiene- acrylonitrile ropoijrinrr... 

Uut*dUMVf «rf))uj>ltrilr-Myif-.u* trrpol> «t.rr. 

Duty I rubber.... 

.V.A * l>t{4icij>J j>q»hi*ny lenedtautltie.. 

7-Klhjrlbnyl acrylate enpolyinarifed *Hti <*» 
ot inner of tin* following 

Acrylonitrile . . 

1 Laconic arid. ^ 

Mvl harry loti i trik*.... 

Methyl acrylate. . 

Methyl met hurry lal*..*.3 

4,4'ftopropylJdenediphenolcplchlorobydri n . 

over*** molecular w» kght *ro. 
M«la(Dine-4orma)dehydr iu tlie baric polymer or 
chemically modified with methyl aJrolwtl. 
Mrthorrylk arid and it* ethyl nr methyl enter* 
ropol>ukcrtnxl with one or more of the folio* 
it»r 

Acrylic arid . . 

Ktbyl «rr>fete. 

Methyl acrylate .. 

^Methyl nyretM polymer. .. 

e-Mrlhybiyrcne-vInyitntaenr copolymer mutt* 
'molar ratio I •‘inrihylnynrfi# to 3 vinjr- 
lulamw). 


fetrokuto allryclhr hydrocarbon re*)n* _ 


Poly amide resin*. derived bom dlnirrited Y«te 
tttbk oil acid* (containing not more Hum 
of monomer arid*) am) *th> letiedlamlne. a* the 
basic realn. 

Potvainlde rwi sin* having a maximum acid value 
of S and a maximum amine value of (L5 derived 
from dimerited vegetable oil acids (containing 
not mom than 10 percent of monomer acid*), 
etbylenedtamiiM*. and 4,4-b4* (4-hydroiy- 
pbanyl) p*nianuie>cid* (In an amount not to 
ticocd 10 peccant by weight of raid polyamide 
natn*>; as the basic min. 


For »»•** only on a rot y inert rat hm inhibitor In ? wdtn. fhvl 
methacrylate. sodium salt. 


r # us* eaiy In coating* that contact food under coud>- 
ftg* or ° 4racrit>*d In table 3 of 

ft I.fUBHc) of this chapter, provided that the oojuvn- 
trailon of onicthy^tyrmc-vinyltoluene copolymer 
mein* in the finished food-con tact coaling once not 
exceed IA milligram pit t/pino inrh of food-contact 
axrtaa, 

A« defined in ft naiw of thie chapter. Blended with 
brtylrabhar for tis» aa a component of coating* on 
poly olefin labrtr for bulk paclnwing of raw fmlt* and 
vegetable* arid used at a tevrl not to exceed » percent 
by weight of the total coating aolida. 

For u*e only In coating* for polyolefin film* that contact 
food at temperatures not to ttoeed roum temiwratum. 


For use only in coaling* that contact food at tempera¬ 
ture* not to exceed room temperature provided that 
the concentration of the polyamide retina tn the 
finished food-contact roaring does not exceed t milli¬ 
gram* per square Inch of food-contact *wfare. 
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SuixinucrM 

(I) Realm and polymers—continued 

roly rater rraJim formed by reaction of our or room 
of the fblktwlitg poly basic arid* and monobaeic 
ociils wah one or more of the following poly* 
bydrte alcohols: 

Toly hade odds: 


IJmitationj 


Ate! 


Me.. 

•lair. 


For iw In foru-.li>* {wheeler nwlias intended for ora In 


coalings Hint contact food only of the type Identified In 
117*.170 ia of thH chapter. table I, under catraory 
VUI. and under conditions of use K. F, or O, described* 


1 Mine*. Lr*d fatty arid* derived from: 
AaimaU ms 
and oils. 

TaU oil.. 

Fumade_... 

Iranhthsllc. 

MaWfa. 

o-Phtbalic. 

Made... 

TwapbthnUe^.:.-... 

TrlmafliUe__——. 

Monobasic acids 

Fatty adds derived from: 

Animal, marine, or vegetable fata 
and oils, 

tium rosin - - 


in tahle 2 of 1 170.170 (c) of this chapter. 


As defined in | 17A>?0 of this chapter. for use in form 
inn polyratrr reams Intruded for o*a in coating that 
contact food only < * “ MM I 

of UUs chapter,' * 
condition* of u 
! 176.1?HO of tikis chapter. 


’ reams iiiiemusi lor use in caaung* mai 
only of the typa identified In I ITClTMe) 
*. table l. under category Vflf. and under 
f ura K, P. or O described In taltla t of 


Tall oil___ _ 

Poly hydra alcohol*' 

OBatylMM rylcoi.. 

Olyearol.. 

Paotaerylhrltoi-- 

Pwjpylena glycol- 

Trl ruathyki athane__. 

Trtroethylol propane 

PolyalhylenLmi r.c___ For tw only t* a primer fulicoal to anrbor rpoiy tirfaoa 

coatings to the hose kbesrt. 

^ ^ .. . . m ■ •• •••• 

Polyrlnyl acetate_ 

Polyvinyl chloride... 

gt^^'OOpot)merited with one or mora of the 

Acrylonitrile.... 

o-Xfetbvl styrene..~. 

8tyrooadsobutyleTke copolymer.... 

Tarpena re?4ii*> cot ufatlng of polymer* of a-plnene, 
d-plnane. and/or dipantene; acid value lara than 
fi, aaponiflration number laat than 6. and color 
bar than 4 on lha Oardner acale aa measured 
in SO torrent mineral atigrita notation. 

MalhaShyl metarrylauf. radium rail fC.V For use only in coDolvmra coaUugi. under ooodtUooa of 
Registry No. n«* 15. F, and U dratrilwd t« table t of | 176.179(a) 

of this chapter and limited to use at a level not to at* 
cee»i t.o pnrrent by weight of the dry copolymer 


Vinyl chloride-acetate. hydfuxyl modified co¬ 
polymer or maleic acAd-raodtOad copolymer. 
Vinyl chloride eopolymartaed with oue or more 
of the following: 

Acrylonitrile___ 

Vinyl acetal*.. .. . 

Vlnyhdane ehlortd*.___ 

VinyUdflne chlorhle miwty merited with one or 
more of tike following' 

Acrylic arid and its methyl, ethyl, propyl, butyl, 
or octyl rater* 

Acrylonitrile. 

It aeon Jr ariit 

Mct harry lie arid and iu tuHliyl. Hbyl. propyl, 
butyl. or octyl rate**. 

Matharrytailtrtle 
Vinyl chloride. 

(h) PtoatlcUers: 

Acetyl trflurtyi citrate. . 

Acetyl triethyl citrate. . 

Butyl pblhalyt butyl glyrubkte. 

Butyl stearate ..... 

ltfhutyl rahoratr ... 

Diethyl phthalate.... 

1 

< ilyrrrol inooootcab 
tllyrerol triacetate _ 

Tnelhyl citrate 


coating. 


\ 
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(lii) AdfunnU (rrPa** *frnt*. wum, ami dlspmanla): 

Afrtonr....... , j _ 

Amid** (amulMtitut"*!) of Uity arid# from vicr 
tat.lr or aiilmal oil*. 

n-Butyl anrtAte_... , . ..... _, 

*-Butyl alcohol___ _ 

< *imS<*IjIU wax. ... 

rarnaobawa*..-. 

Ethyl aortal*... . 

Fatty arJtl* from rfcvtabl* or animal oik and 
their aluminum, aimnmilum, o*Mnm, mac* 
iwotain, and sodium aalu. 

)l*un» M .... . . 

Methyl *thyl knot*...117!.. 

Petroleum wains eonlonolnf to sprciflealion* 
included In a reculatWn In Hutrohafifer it of 
tills chapter. 

Polyvinyl afeohol, minimum vbo<*dty of 4% 
aquae** Rolntton at 3tTr of 4 ovMipr.tv* and 
percent akoholyils of 17-100. 


Sodium dlociy 1 sulfoaucriuatr 

Bodiqan dodocylhauxonaiuHonau...... 

Sodium lauryI tutfate... . 

Surbiton and sorbitol asters of fatty antda from 
vegetable ar animal oik. 

Bncnnaeeli wax....... ... 

Tairahydrofuran... 

Toluene.... .. 


Umttatio** 


For qm only %\ a dispersing agent at Icvnb not to earned 
•% of total ooaUng weight in ooatntxs for polyolefin 
fluna provided the Gnlibod polyolefin films contort 
food only of the type* identified In 1179.170(c) of tlik 
chapter, table 1, under type* V, VIII, and IX. 


1 and 2 of ft 176.170(c) of this chapter, 
shall yield net chloroform-soluble extrac¬ 
tives not to exceed 0.5 milligram per 
square inch of coated surface when tested 
by the methods described In ft 176.170(d) 
of this chapter. 

(e) Acrylonitrile copolymers Identi¬ 
fied in Uils section shall comply with the 
provisions of ft 180 22 of this chapter. 

§ I 4 kH 6!) Vinylidrnc chloride ropoU* 
nirr routing* for polycarbonate* film. 

Vinylidene chloride copolymer coat¬ 
ings identified in this section and applied 
on polycarbonate film may be safely 
used as food-contact surfaces, In accord¬ 
ance with the following prescribed 
conditions: 

(a) The coating Is applied as a con¬ 
tinuous film over one or both sides of a 
base film produced from polycarbonate 
resins complying with ft 177.1580 of this 
chapter. 


(0) The coating in the finished form 
in which it is to contact food, when ex¬ 
tracted with the solvent or solvents char¬ 
acterizing the type of food, and under 
conditions of time and temperature 
characterizing the conditions of Its in¬ 
tended use as determined from tables 1 
and 2 of ft 176.170(c) of this chapter, 
6hall yield net chloroform-soluble extrac¬ 
tives not to exceed 0.5 milligram per 
square inch of coated surface. 

<d> Acrylonitrile copolymers identi¬ 
fied in this section shall comply with the 
provisions of 9 180.22 of this chapter. 

§ 175.350 Vinyl ll^rlatc/rrf>tollk , arid 

copolymer* 

A copolymer of vinyl acetate and cro- 
tonic acid may be safely used as a coat¬ 
ing or as a component of a coating which 
U the food-contact surface of polyolefin 
films Intended for packaging food, sub¬ 
ject to the provisions of this section. 

<a) The copolymer may contain added 
optional substances to import desired 
properties. 

<b) The quantity of any optional sub¬ 
stance does not exceed the amount rea¬ 
sonably required to accomplish the in¬ 
tended physical or technical effect nor 
any limitations further provided. 

(c) Any optional substance that is the 
subject of a regulation In Parts 174, 176, 
176, 177, 178. and f 170.45 of this chapter 
conforms with any specifications in such 
regulation. 

<d> Optional substances as provided 
hi paragraph (a) of this section include: 

(1) Substances generally recognized 
as safe in food. 

(2) Substances subject to prior sanc¬ 
tion or approval for uses with a copoly¬ 
mer of vinyl acetate and crotonic acid 
and used In accordance with such sanc¬ 
tion or approval. 

<3) Substances Identified in this sub- 
paragraph and subject to such limita¬ 
tions os are provided: 

till o/ substances Limitations 

_ 

Japsn wux_LI’*_HI 

'*) Copolymer of vinyl acetate and 
crotonic acid used as a coating or as a 


component of a coating conforming with 
the specifications of paragraph (e)(1) 
of this section are used as provided In 
paragraph (e) (2) of this section. 

<1) Specifications, (i) The chloro¬ 
form-soluble portion of the water extrac¬ 
tives of the coated film obtained with 
distilled water at 120* P for 24 hours 
docs not exceed 0.5 milligram per square 
inch of coated surface. 

<U> The chloroform-soluble portion of 
the n-heptane extractives of the coated 
film obtained with n-heptane at 70* P 
for 30 minutes docs not exceed 0.5 milli¬ 
gram per square inch of coated surface. 

(2) Conditions of use . The copolymer 
of vinyl acetate and crotonic acid is used 
as a coating or as a component of a 
coating for polyolefin films for pack¬ 
aging bakery products and confectionery. 

§ 175.360 Vinylidene chloride copoly¬ 
mer coaling* for njlon film. 

Vinylidene chloride copolymer coat¬ 
ings Identified in this section and ap¬ 
plied on nylon film may be safely used 
as food-con tact surfaces, in accordance 
with the following prescribed conditions: 

(a) The coating is applied as a con¬ 
tinuous film over one or both sides of a 
base film produced from nylon resins 
complying with 5 177.1500 of this chapter. 

(b) The coatings arc prepared from 
vinylidene chloride copolymers produced 
by copolymeiizlng vinylidene chloride 
with one or more of the monomers 
acrylic acid, acrylonitrile, ethyl acrylate, 
methacrylic acid, and methyl acrylate 
The finished copolymers contain at least 
50 weight percent of polymer units de¬ 
rived from vinylidene chloride. 

(c) Optional adjuvant substances em¬ 
ployed in the production of the coatings 
or added thereto to impart desired prop¬ 
erties may Include sodium dodecylbcn- 
zenesulfonate. 

(d) The coating in the finished form 
in which It is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food, and 
under conditions of time and tempera¬ 
ture characterizing the conditions of Its 
Intended use as determined from tables 


(b> The coatings are prepared from 
vinylidene chloride copolymers produced 
by copolymerizing vinylidene chloride 
with acrylonitrile, methyl acrylate, and 
acrylic acid. The finished copolymers 
contain at least 50 weight-percent of 
polymer units derived from vinyldene 
chloride. 

<c> Optional adjuvant substances em¬ 
ployed in the production of the coatings 
or added thereto to impart desired prop¬ 
erties may include sodium dodecylben- 
zenesulfonate In addition to substances 
described in ft 174.1(d) of this chapter. 

(d) The coating in the finished form 
In which it is to contact food, when ex¬ 
tracted with the solvent or solvents char¬ 
acterizing the type of food, and under 
the conditions of time and temperature 
characterizing the conditions of its In¬ 
tended use as determined from tables 1 
and 2 of 9 176.170(c) of this chapter, 
shall yield net chloroform-soluble ex¬ 
tractives in each extracting solvent not 
to exceed 0.5 milligram per square inch 
of coated surface as determined by the 
methods described in § 176.170(d) of this 
chapter. In testing the finished food- 
contact articles, a separate test sample 
is to be used for each required extract¬ 
ing solvent. 

te) Acrylonitrile copolymers Identified 
In this section shall comply with the 
provisions of 9 180.22 of this chapter. 

§ 17^.380 \v Iciir-fornwtldrhytJp r<*«in« 
condensed with 4,4'-i*oprop>|««|rnc. 
dtplteiinl-eptrlilciruliydrivi epoxv 
rr*in*. 

The resins identified in paragraph <a) 
of tills section may be safely used as a 
food-contact coating for articles in¬ 
tended for use In contact with food, in 
accordance with the following prescribed 
conditions. 

(a) The resins are produced by the 
condensation of xylene-formaldehyde 
resin and 4.4'-lsopropylldenediphcnol- 
epichlorohydrin epoxy resins, to which 
may have been added certain optional 
adjuvant substances required in the 
production of the resins or added 
to impart desired physical and tech¬ 
nical properties. The optional ad¬ 
juvant substances may Include resins 
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produced by the condensation of allyl 
ether of mono-, dl-, or tximethylol phenol 
and capryl alcohol and also may Include 
substances Identified in 9 175.300(b)(3), 
with the exception of paragraph <b> (3) 
(xxxi) and (xxxll) of that section. 

(b) The resins Identified In paragraph 

(a) of this section may be used as a food- 
contact coating for articles intended for 
contact at temperatures not to exceed 
160* F with food of types I, n, VT-A and 
B, and vm described in table 1 of 
9 176.170(c) of this chapter provided 
that the coating in the finished form In 
which it is to contact food meets the fol¬ 
lowing extractives limitations when 
tested by the methods provided in 
fi 175.300(c): 

(1) The coating when extracted with 
distilled water at 180* F for 24 hours 
yields total extractives not to exceed 0.05 
milligram per square Inch of food- 
contact surface. 

(2) The coating when extracted with 
8 percent <by volume) ethyl alcohol in 
distilled water at 160* F for 4 hours yields 
total extractives not to exceed 0.05 milli¬ 
gram per square inch of' food-contact 
surface. 

<c) The resins identified in paragraph 

(a) of this section may be used as a food- 
contact coating for articles intended for 
contact at temperatures not to exceed 
room temperature with food of type VI-C 
described in table 1 of I 176.170(0 of this 
chapter provided the coating in the 
finished form in which it U to contact 
food meets the following extractives 
limitations when tested by the methods 
provided to I 175.300(e): 

<1> The coating when extracted with 
distilled water at 180* F for 24 hours 
yields total extractives not to exceed 0.05 
milligram per square Inch of food-con- 
tact surface. 

(2) The coating when extracted with 
50 percent (by volume) ethyl alcohol in 
distilled water at 180* F for 24 hours 
yields total extractives not to exceed 0.05 
milligram per square Inch. 

§ 175.390 Zlnc-ailicon dioxide matrix 
coating*. 

Zlnc-sIllcon dioxide matrix coatings 
may be safely used as the food-contact 
surface of articles Intended for use In 
producing, manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing, transporting, or holding food, sub¬ 
ject to the provisions of this section; 

(a) The coating is applied to a metal 
surface, cured, and washed with water 
to remove soluble substances. 

(b) The coatings are formulated from 
optional substances which include: 

<1) Substances generally recognized 
as safe. 

(2) Substances for which safe condi¬ 
tions of use have been prescribed to 
9 175.300. 

(3) Substances identified in para¬ 
graph (c) of this section, subject to the 
limitations prescribed. 

(c) The optional substances per¬ 
mitted are as follows: 


Lists of substances 

Ethylene glycol --- — —- 

Ifon oxide _—--- - 

Lithium hydroxide— --- - 

Methyl orange -—--- 

Poiaaalura dl chroma to. ...-—-- 

Silica gel. ----—--—— 

Sodium silicate......-—-- 

Zinc, as particulate metal --—--— 


Limitations 

As a solvent removed by water washing 


Removed by water washing. 
As an acid-base Indicator. 
Removed by water washing 



(d) The coating in the finished form 
in which It Is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food, and 
under the conditions erf its intended use 
as shown In Tables 1 and 2 of 9 175.300 
(d) (using 20 percent alcohol as the sol¬ 
vent when the type of food contains ap¬ 
proximately 20 percent alcohol) shall 
yield total extractives not to exceed those 
prescribed in 9 175.300(c) (3); lithium 
extractives not to exceed 0.025 milligram 
per square inch of surface; and chro¬ 
mium extractives not to exceed 0.05 
mlcrogram per square inch of surface. 

<e) The coatings are used as food- 
contact surfaces for bulk reusable con¬ 
tainers Intended for storing, handling, 
and transporting food. 


PART 176 —INDIRECT FOOD ADDITIVES: 
PAPER AND PAPERBOARD COMPONENTS 

Sub part A—|Rtwrv»dl 

Sub part B—Subitanco* for Um Only •« 
Components of P*p«r and Paperboard 

84C. 

176.110 Acrylamide-acrylic acid re* In*. 
176.130 Alkyl ketene dimers. 

176.130 Anti-offset substance* 

176.160 Chelating agent* used In the manu¬ 
facture of paper and paperboard. 
176 160 Chromium <Cr III) complex of N- 
ethyl - N-heptadecylfluoro-octane 
sulfonyl glycine. 

176.170 Component* of paper and paper- 
board In contact with aqueous 
and fatty foods. 

176.160 Component* of paper and paper- 
board in contact with dry food. 
176-200 Defoamlng agent* used in coatings. 
176 210 Defoamlng agents used In the man¬ 
ufacture of paper and paper- 
board. 

176330 3.6 - Dimethyl - 1,3.5.21/ - tatrahy- 
drothladlaxl ne-2-thlone 
176.260 Poly - 1,4.7.10.13 - pentaaxa - 15 - 
h y droxyhexadecane. 

176 260 Pulp from reclaimed fiber. 

176.300 Sllmlcidea. 

176.320 Sodium nitrate-urea complex. 
176.300 Tamarind seed kernel powder. 

Aumoarrr: 8ecs. 400, 701, 62 Stat. 1066- 
1056 as amended. 73 8tat. 1766-1788 a* 
amended (21 O.8.C. 348. 371). unite* other¬ 
wise noted. 

Subpart A —[Reserved] 

Subpart B—Substance* for Use Only as 
Components of Paper and Paperboard 

J 176.110 Acrylamide-acrylic acid rcemo. 

Acrylamide-acrylic acid resins may be 
safely used as components of articles In¬ 
tended for use in producing, manufac¬ 
turing. pocking, processing, preparing. 


treating, packaging, transporting, or 
holding food, subject to the provisions of 
this section. 

(a) Acrylamide-acrylic acid resins are 
produced by the polymerization of acryl¬ 
amide with partial hydrolysis or by the 
copolymerization of acrylamide and 
acrylic acid. 

(b) The acrylamide-acrylic acid re&ins 
contain less than 0.3 percent residual 
monomer. 

(c) The resins are used as adjuvants 
in the manufacture of paper and paper- 
board in amounts not to exceed that 
necessary to accomplish the technical 
effect and not to exceed 2 percent by 
weight of the paper or paperboard. 

§ 176.120 Alkyl ketene dimerx. 

Alkyl ketene dimers may be safely 
used as a component of articles Intended 
for use In producing, manufacturing, 
packing, processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of this section. 

(a) The alkyl ketene dimers are man¬ 
ufactured by the dehydrohalogenatlon 
of the acyl halides derived from the fatty 
acids of animal or vegetable fats and oils. 

<b) The alkyl ketene dimers are used 
as an adjuvant In the manufacture erf 
paper and paperboard under such con¬ 
ditions that the alkyl ketene dimers and 
their hydrolysis products dialkyl ketones 
do not exceed 0.4 percent by weight of 
the paper or paperboard. 

(c) The allpyl ketene dimers may be 
used in the form of an aqueous emulsion 
which may contain sodium lignosulfon- 
ate as a dispersant. 

§ 176.130 Anti-offset subitancr*. 

Substances named In paragraphs <b> 
and (c) of this section may be safely 
used to prevent the transfer of Inks em¬ 
ployed In printing and decorating paper 
and paperboard used for food packaging 
in accordance with the provisions of thL r . 
section: . *. 

(a) The substances are applied to the 

nonfood contact, printed side of the 
paper or paperboard In an amount not 
greater than that required to accomplish 
the technical effect nor greater than any 
specific limitations, where such are 
provided. , 

(b) Anti-offset powders are prepared 
from substances that are generally rec¬ 
ognized as safe In food, substances * or 
which prior sanctions or approvals were 
granted and which are used In accord¬ 
ance with the specific provisions of such 
sanction or approval, and substances 
named to paragraph (c) of this section. 
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(c) TTic substances permitted arc a* 
follows: 

Substances Limitation* 

rarbon tetrachloride -- --- 

Methyl hydrogen polyallox- 

&nM ... 

Industrial starch— modified — Complying 

with 

| 178.3530 
or this 
chapter. 

Stannous oleate ---- -- 

Zmc-2-cthyi hexoate% -...._ — 

§ 176.150 Qtdatinic agents used in the 
manufacture of paper and paper- 
board* 

The substances named in paragraph 
ra) of this section may be safely used In 
the manufacture of paper and paper- 
board. In accordance with the conditions 
prescribed In paragraphs <b) and <c) of 
tills section: 

(a) Chelating agents: 

List of substances: Limitation* 

Ammonium fructohcptonate _ ___ 

Ammonium glucobeptonate - - 

DiHodlum ethy toned lamlne 

tetraacetate ....._......_ __ 

Pcntasodlum salt of dlethytonetrt- 

amlne pentaacetate _ _ 

Sodium fructoheptonate. ___ _ 

Sodium glucoheptonate.......... ...... 

Trtraaodlum ethylenedlamlne 

tetraacetate _ _ 

Trtsodlum N-hydroxyethyl 
e thy tonedi amine triacetate. ... ...... 

(b) Any one or any combination of 
the substances named is used or in¬ 
tended for use as chelating agents. 

(c) The substances are added In an 
amount not greater than that required 
to accomplish the intended technical ef¬ 
fect nor greater than any specific limita¬ 
tion. where such to provided, 

§ 176.100 (It murium (Cr III) complex 
of /V-ctkyl<sVhcptadrryIf1uoro-orianc 
Milfonvl glycine. 

The chromium (Cr HI) complex of 
JS f -e thy 1-N-heptadecylfluoro-octane sul- 
fonyl glycine containing up to 20 percent 
by weight of the chromium (Cr III) com¬ 
plex of heptadecylfiuoro-octane sulfonic 
acid may be safely used as a component 
of paper for packaging dry food when 
used in accordance with the following 
prescribed conditions. 

<a) The food additive to used as a 
component of paper in an amount not 
to exceed 0.5 percent by weight of the 
paper. 

< b) ( 1) The food-contact surface of the 
paper to overcoated with a polymeric or 
resinous coating at least Vi -mil In thick¬ 
ness, that meets the provision of 
$ 176.170; or 

<2) The treated paper forms one or 
more plies of a paper in a multi wall bag 
and to separated from the food by at 
least one ply of packaging films or 
r reasc-resistant papers which serves as 
a functional barrier between the food 
additive and the food. Such packaging 
Alms or grease-resistant papers conform 
with appropriate food additive regula¬ 
tions. 

<c) The labeling of the food additive 
shall contain adequate directions for its 


use to insure compliance with the re¬ 
quirements of paragraphs (a) and <b> 
of this section. * 

§ 176.170 Component* of paper and 
p.i|M rhoard in contact with aquroti* 
and fatty food*. 

Substances identified In this section 
may be safely used as components of the 
uncoated or coated food-contact surface 
of paper and paperboard intended for use 
in producing, manufacturing, packaging, 
processing, preparing, treating, packag¬ 
ing, transporting, or holding aqueous and 
fatty foods, subject to the provisions of 
this section. Components of paper and 
paperboard in contact with dry food of 
Uie type identified under type vm of 
table 1 In paragraph <c> of this section 
are subject to the provisions of 1 176.180. 

<a) Substances identified In para¬ 
graph (a) (1) through (5) of tills sec¬ 
tion may be used as components of the 
food-contact surface of paper and paper- 
board. Paper and paperboard products 
shall be exempted from compliance with 
the extractives limitations prescribed in 
paragraph <c) of this section: Provided. 
That the components of the food-contact 
surface consist entirely of one or more 
of the substances identified in this para¬ 


graph: And provided further. That if the 
paper or paperboard when extracted 
under the conditions prescribed in para¬ 
graph <c) of this section exceeds the 
limitations on extractives contained in 
paragraph (c) of this section, informa¬ 
tion shall be available from manufactur¬ 
ing records from which it is possible to 
determine that only substances identi¬ 
fied in this paragraph (a) are present in 
the food-contact surface of such paper 
or paperboard. 

i 1 ) Substances generally recognized as 
safe in food. 

<2> Substances generally recognized 
as safe for their Intended use in paper 
and paperboard products used in food 
packaging. 

(3) Substances used in accordance 
with a prior sanction or approval. 

(4) Substances that by regulation in 
Parts 170 through 189 of this chapter 
may be safely used without extractives 
limitations os components of the un¬ 
coated or coated food-contact surface of 
paper and paperboard In contact with 
aqueous or fatty food, subject to the pro¬ 
visions of such regulation. 

(5) Substances identified In this sub¬ 
paragraph. as follows: 


Lid *f tubdtttCf* 

Acrt rl prroxble...1. 

Arrylamldr-nieUiarfyllo Actd-meMe anhydride njpoJ- 
y triers contain luff not more than 0.? pensrnt uf rreMaal 
arfylamtdr monomer and hay Inf on av era** nitrogen 
runt* til o1119 percent JAleh that a I permit by weight 
aqueous wdntton hoi a minimum vheadtr of 000 rentl- 
pot** at 7i* V, ar <lrt**rmln*»l by IA'(totri*x Hrook- 
fldd viscometer for equivalent) using a So. 2 «ptndla 
At SO r.n.m. 

AriyUmMtvfi-rtieihncrylvlnxy ethyltrtmcthylauimonliim 
methyl sulfate copolymer rwitas containing not mum 
tiiAt 10 malar percent M S-methaerylyloxyethyltrl- 
inrtlivhunmociluni methyl sulfate And containing leas 
tliAn Ol'J*:; or rmithsml acrylamide monomer. 

Arrylonltrtle pnlymrt. reaction product with ethylene- 
dtamlnr. sulfate having a trlfrngen content 0 i 23.5-25.0 
percent »KjeldAhl dry hosts) And containing no mom 
than 0.075 percent monomer 00 rthylrnMiarntn*. The 
finished nwln tn A 24 penvut by weight Aqueous soJtt- 
ttoo h as a vtsrority of 1 ,000-7,000 centlpotuw aI%*Cm 
determined by LlTaria Brookfield viscometer 
using a No. 4 spindle At 60 r.p.tn. (or by other equiv¬ 
alent method). 

AcnJonitrllc polymer with styrene, reaction product 
with ethylenediomlne, aortal*, having a nitrogen con¬ 
tent at 7.V-4L3 percent (KHdahJ dry baitfe) And rontain- 
tng no more thAit <X25 permit monomer as ethylene. 

fimbA 


(? Alkenyl) wwvlute anhydrides rnUture, In which the 
alkenyl group* are derived from ofnfln* which contain 
not lem than Oft percent of Cjt-Cw croups. 


tert • Alky UCVCjriroercapt An*.... 

Aluminum act tale... 

Ammonium ht»(N-»lhyh2-per(hjcgoAlkylwlfoiiAmkto 
ethyl) phosphate*, oowtAlnlng not mam than 15% 
Ammonium mono < A’-eth y 1-2-per flaoroAl k y buifonamido 
ethyl) ph ns t ib At ra. where the Alkyl group la more than 
Wt% C| and the aalts have a fluorine content of 50.3% 
tn MjP'i a* determined on A aolida last*. 


Lb*notion • 

For tt«* only at polymerisation raulyit. 

For use only a* a retmUon aid employed prior lo the 
sheet-forming operation In the manufacture <4 paper 
and lAprbwrl In such an amount that the finished 
paper and paperboard will contain the additive at a 
level not In exceaa of (MR percent by weight of dry 
fibers In the finished paper and paperboard. 


For to* only a* a retention aid and floreulant employed 
prior to the gtieet-forming operation In the menu- 
fart tire of jwprr and paperboard. 


For use only aa a dm promoter ami retention aid at a 
level not to noted 0.5 percent by weight of the dry 
paper and pap-vlwiord. 


t* For use only as a siting material applied after the 
sheet for 1 idr.g operation In the manufacture of 
paper and paperboard In such amount that the 
paper and paperboard wtU contain the additive at a 
level not In neon of 0.25 percent by weigh! of tha 
dry paper and paperboard. 

1 For um only as a siting material applied prior to the 
- beet-forming operation In the manufacture of paper 
and paperboard in ouch amount that tha paper 
and paperboard wlQ contain the Additive at a level 
not In ox cams Of 1.0 percent by weight of the dry 
paper and paperboard. 

For uw* only at a rising agent employed prior to tha 
dwwt-forming operation tn the manufacture of pap* r 
and paperboard and UmIUri to um at a level not to 
exceed 1 percent by weight of the finished dry pop* 
and paperboard fiber*. 

Fur use only as poJymrriiaUon-<viiitral agent. 


For um only as an oil and water repeUant at a level not 
to exceed 0.17 pound (0.0k pound of fluoriner per 
1 000 square feet of treated paper or i«uierboard of a 
sheet basil weight of 100 pounds or Jms per 3,000 
square feet of paper or paperboard, and at a level not 
to exrwd 0,4 pound <0 jrt pound of fluorine) per 1.000 
winare feel or treated paper or paperboard having a 
rtieet basis weight greater than 100 lb. per 3,000 square 
feet as determined by analysis tor total fluorine in the 
treated paper or paperboard without correct km lor 
any fluorine that might tw prrernt tn the untrcatM 
p^c^K.ard. when such paper or |tt|»rboard 

1. to contact, under conditions of um C, D, K. F. 

O. or ii deetribed In table 2 of jwnurraph (r j of 
thie Roctluo, with nooakohollc food. 

2. to contact with bakery produrtx of type VII. 

VIII, and IX described In table I of paragraph 
(«) of this section under good mamuhcoinug 
iwoctkca of onrnnirrclal andTnxtitutlonal baking. 
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lAit of •«»«»•« 

Ammonium perculfate... 

Ammonium IhlowKlU. . . 

A so-bisiaolmt yronlt/lle... 


/ imitations 


^ y t i li y I) iik . HI - 

Bb(metboxytne< hyfl let mklsj(ociadecyloty) -methyfl reel 
min* natos having a LS-6.4 porcont nitrogen control. 


forf-Btityl hjnNwirBiliJr . 

IffButyt jwoi*Jr. 

Calcium lwsb arnte.. 


Carrageenan and sails of carrageenan as dearrl bed In H 
1 T2JU0 und m.«» of this chapter. 

Castor o41. hydrogenated . 
r oil. euUated, amn 


Far on only as polymer! ration ootalysl. 

Da 

For bn only m an adjuvant to control palp otoorbonoy 
and pilch content in tho manufactory of toper and 
paperboard prior to tbe sheet form In* operouoa. 

Far use only under the following roiwlttlons: 

U As a water rtpeUanl employed prior to tbs sheet* 
forming operation In the manufacture of paper 
aud | taper board In such amount that tho 
flnblxd paper and paperboard will contain the 
additive at a level nut In floras of 1.6 percent 
by vrwlit of the Aulalied dry |ep* and (taper- 
Iwtard ntien. 

X Tire finished paper and paperboard will be used 
In contort with nouaicohoUe foods only. 

For use only aa itotymoiixaltou catalyst. 

Do. 

For use only with n-decyl alcoltol os a stabttUIng male- 
rial for aquonus calcium stearate ell* Persians Intended 
for u*r m com jam e tits of coaxings lor {at per and poise- 
board. 


, ammonium, potaadum. or sodium . 


CeOuloae. regenerated 
ChloracsAamide 
Cobaltous acetate .. 
Cumene hydroperoxide 
Cyonoftionidine 


a-Docyl akoliol 

Dioldrhyde guar gum 

DiahKiyde locust l*an gum 
DtaUyldleth 



haUyldiethjUmmotiluui clikmde pol> n>«»r with onryUtuide 
and dlallyWlUncthytanimotUum chlorlda. (induced l»y 
cmlynwrtring arrykaimde. dlolly Idcthylamroonlum 
chloride ami dlolly kllrocthy (ammonium cliWwtda u» a 
weight rnlinof47JL respectively. so Uut tltc finish"! 
rwifcn In a l percent by weight aqueous «oUitxxi has a mini- 
mum viscosity of 25 ewUipofoM at 'it O, m dKrcroined by 
LV F-aates Brookfield viwomeur itstnc a No. 1 spindle at 
on r n.cn. for hy other equivalent tueUiodj. 

DkatlyMieUiylnmmofmim chloride polymer with acryl¬ 
amide. potass* tun acrylate, anti diallyldtmrth) Umrounl- 
tuo Oblorid*. The polyrarr le produced by ooystiymmUlng 
either: (I) acrylamide, .llsIlyWirthTUmcnutuutn chloride, 
and tllallyldicnetbylamiuoiiliun chkmde .n a wrtjfiil ratio 
of U\~2^CJS^ respectively, with 4.4 permit of the acryl¬ 
amide subsequently hydrolysed In 


For u» only as (Hdynwrtsat am-control ngf.it. 

For use outy os poly merUotlou catalyst. 

Do. 

For use only: 

1. As a modifier for amino rrelns. 

X As a flnidiilng agent In starch and [retain root* 
lugs for jwper and paperboard. 

For use only wltb calrhun Isoslrarate as a stabilising 
material for aqueous calcium stearate dupersunta In¬ 
tended fur un m components of coatings fur paper 
aiul paperboard. 

F<*r use only aa a wri-strength agent employed prior to 
tbe sheet forming operation tn Uk> manufacture of 
paper ami |«a|«r board ami used at a level not to exceed 
1% by Wright of the finished dry |«pN and iwprr- 
board fitters. 

IXk 

For use only os n ivtnitUm uid employed prior to lh* 
stie/4-fcaralng operation m the manufacture of paper 
and papertam/il oih! limited to at a level not to 
rooted 0.03 |m nl by weight of the QnL'bxl |«|wr and 
paper ttmrd. 


For tsu only as a nHsnUon aid employed prior to lbs 
sheet (unn*ug anerutfou tn the mamibcturs of pe|*r 
and paperboard and lixmtM U» usa at a levs) not to 
euwed Oj04 percent by weight of the finished paper and 
paperboard. 


or ft) acrylamide, i»ta*ium acrylate (os acrylic add). 
dlidlytdNHliytaraxna'Uum ehtotdr, and dial!) Uiimeihjl 
ammonium chkrhie in a weight ratio of 47A*X3-3JHX.£, 
so that tlie finished nwn tn a I permit by weight aqueous 
solution has a minimum viaoasity of Jacenttpuime at XT C, 
M determined bylA'F-srrwa Brookfield v loom Her ue?nga 

,— -with arryka 

produced by coj»ol>- 

_ _ ___ rrceut of acrytameie 

acid not mors than 10 wekgtit penxni of dndlvidiitteUivlM.- 
monlurn chkmils. w hlrhb Uwtn i nkw-hnkmi wil h tv* 


jTjusns at 25* C 


l iwrcrnt of dymt such tliot a 10 prouit 
ion has a mlniimnn v««os;tv of 2S oentb 
C as determined by ItrookfleW viaeomsU* 


For tue out/ as a dry sitd wet slmigth agrtil rmidoyod 
prior to lb« dwelt-formitig operation in thn mamxfacUirs 
of paper and paperboard In such an amount that tha 
fimAlxMl paper and pntnr board will contain the oddi- 
tiveat a level not in eicees of 2 |vrceal by weight Of the 
dry libers in 111 * finished |wper and paperboard. 


_ __hy Bn-■ 

__I KVF. using a No. I splndkat lOOr.p.m. 

Xh-DUrf-butyl hydroqumunr 


Dtsihanoiaminr 


Dfathanolainlne mUs of mono- and Us <1//,1//JZ//^I/ 
{MrftoarmlkyO piratpiaU, *t«r. UMtfkAjpMv <» 
fMHHitntMra In tbt imp C.-C. .ncl th. mi Iiav. a 
flunrlna content of 511% to M l% as determined on a 
solids baMa. 


Dlsihykivi’t/t amine-...—. r -- 

N^DUsovropanohmible of ullow fatly adds. 

DlmMhylomlna-apicihlorohydrtn oofiolytnor lu which not 
mors than 4 tool©-percent of dimrtliylamlna may be 
replaced by an aquimoUr amount of ©thylenediamlns 
and lo which the ratio of total amine tospirhlorohydrin 
does not eacaed 1:1. Tbs nitrogen content of the copoly¬ 
mer shall bo9.4 to 10A weight percent on a dr y bads and 
a 10 portent by weight oqneous solution of tba final 
product baa a minimum viscosity of 4.0 cstitlpntoas at 
2S* C. as determined by LYT-wwlea Brookfield Viacom- 
star using a No. 1 spindle at 00 rp.ro. (or by other 
aquiTalent method). 


Fmt um only as on autioxUUni for Catty base*! mating 
adjuvants provwhei It Is used at a lev*l not lo exoeed 
(»tt»r r bv weigtii of cosihig solkta 
For use mily as an adjuvant to control pulp absorbency 
and pueb ountem in ti»e macmfocture of pa|«r oim! 
I w per board |*mr to the sluwt - forming operation, 
for uas only as an oil ami water rrp.-iUut at a level not 
to earned 0.17 pound tO 0u fiound of fiuoriue) per 1,000 
square fort of treated pa(«*r or patwrboani. as deter¬ 
mined by aaralyolt Irw total flmeins In the trvalnl 
tmtier or paperboard wUlwait correction tor any 
fluorine which might tw present in the un treated 
paper or paperboard, when such paper or poj»rrlward 
Is used lu uoahsci with n«ic»alcoiioUe fonds under the 
conrliliom of use dra*nl-^l In (lamgraph (c) of this 
section, table g, condlUon« of uw» tluough CMI. 
For use only os a modifier for amino resfns. 

Fur uss mtly aa an adjuvant to control pulp absorbency 
and |4tch content in the manuhurtim* of paper and 
papedkaord prior tn the sheet firming operation. 

For um onlv as a retention aid employed before the 
•heel forming operation In the manufacture of (taper 
and paperboard and limited to use at a level not to 
exceed I pen cut by Wright of the finished paper and 
paperboard. 
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IM 9 / •ubttanoto limitation, 

^(Dim^hTlMnlno)miChyn-^rylAmM« polymer with for um only e» e dry-strength egeut employed prior l<> 
oaryiemUtoeodstyrenehavltif enJtrogeneontentof not Um abast-formlng operation in Die mauulortiiro o* 
more then IC.t percent mad • rwdual acrylamide mono- paper end paperboard end used el e level not to exceed 

suer content of not snore then 0.2 percent on e dry beat*. I percent by weight ot finished dry‘paper or f*per- 

UmuJ hV*cr». 

.-.r.... . . 

Dtpbenylamine.-.. Fur tue only e b an antioxidant f.*r tatty based coating 

adjuvants provided It b need el e levsl not to rxcrod 
nifMVlfl . M jtul L , ao ®% *>y Wright of coating solids. 

a-DodecylgsMnidisM eoatete..... For roe only m an enUsuktohlM egem In po|*r end 

pa nr r board under Um following conditions: 

_L For contact only with ttoaaicohaflc food having e 

8 11 above 3 end tirovidcd It b used at e level not 
> exceed 0.4 percent by weight of Um paper and 

2. For in# in the outer ply ot ismHiwaU paper i*gv 
for contact with dry food of Type VJll JScribod 
lu Table 1 of paragraph (c) of this section end 
provided it b uw«fat e level c4 0.R pertml by 

Far um only n% an sjitiinkrobbd ugent in |Mi|Kr and 
paperboard under the following onniliUons: 

1. For contact only with lwunkohohc food having a 
nil ebovo eswl provided It b used at a level not 
to exceed 0 1 permit by weight of the paper end 


b-Dodec ylguenklins hydrochloride. 


2. For um tn the outer ply of multlwan^p^ar bngj 


Fatty acid* derive*! from animal end vegetable fids end 
oil* end eelta of »ueh acids, single or mixed, a* follows: 


-1 with dry food of Tyne \ _.._ 

In Table I of ( iantgr»ph ic) of this Mdion end 
provided it b »Lw<r el e fowl of W1 percent by 


Atnraotthun. 

1'alclom. 


MfeUB. 

X,nc. 

Ferric chloride ~-------- 

Ferrous ammonium sulfate_._....._..____ 

Fhh oil. hydrirrtHiated..._____ 

Fi«h oil, h>\lro»*oated, potassium sell.... 

Furtvlkran ami soil* of fnrcvllereii as dr cribed In || 
172AW and I72.MO of this cbajfov. 

Glyceryl loctoauamte.. 

Glyceryl mono !2-hydro\> etrerote. _... . 

Glyceryl monoeiclnoleate. . .... 

Guar rum modified by treatnieni wltli jtdiKthyUmmo- 
eUiyl chloride hydrochlurida. 

Guar rum imwbnrd by treatment with not more then 7.4 
weight percent of £3-Cjpoxypropyltrimethylominontism 
rtdorhle such Uiat the Imbued product !uu e maxi mum 
cbforiiw content of 4.3 permit, e meilmum nltrorm 
content of 3,0 percent, end e minimum vbeouly In 
1-pnrcmt-by* weight erjuroas notutUm of t.taip cnntl- 
P©i«s et 77 6 F. si detmniiwd by RVwvrie* flrooJcfudd 
viscometer (or equivalent) using e No. ) spindle et 
20 r.p.m. 

llrxemrUiytenefetimmisie....... 

Hydrotmluonr end the monorarlhyl or tuonorthyt ether* 
of hyilnquiiKjci*. 

Ifydrotyprop) I jrmix gum haring e minimum vLwmily of 
hjHO nsnUfsotwe et 24* C. as determined by liV-snrlet 
flrooW field vtwxaoeter using a No. 4 spindle et 20 r.p.m. 


For tjw only ex a retention eld embot drainage eJU 
employed jwior to the -beet-forming operation in Um 
manufacture of |w|»er end (aperbeard. 

For use only a- a retention aid and/or Internal slM 
employed prior to the xheet-forruluf operation In the 
menu fact ufe of |Mjwr end psperhaeid. end limited 
lo uwc et e lrvd nut to excrod h.15 pcnvmt by wH Jit 
of the Unlfthcd di) papoc and iMtertKiard flberx. 


htr use only as polysurrixalion crow-finklug earn! 

probiln, tncludn./ cnwtn. 

Fur use only as an inhlbtor for mociomen. 


for 


F<* uae only as e dry Urrngth end fasmatlcm aid egent 
employed prbir u> Um aluvt fcrniliwr operation in the 

(or oiImt Mimj o.Mrtodrwd »“p»eW 1^5 wx to 

|«r«l by •Iwulvlni S ynum of mototur^frno hydro,- dry p,(»i or r*p.,r(K«rd nbrnt 
ypfonyl giaxr gum Tn 4» inUlUltm of e 70 twreent by 


weight iKitieaas propylene glycol solution. 
Isopn»jij l m- end p<r«sob (thymol derived) 


bopropyl t^roiydicerl>onete-, 
iejiaij wax.... 


For um only as an eutoildent for rally bawd era Him 
provided it b us^J as a Wet nut to ouved 
att*% bv weight of rnaling telida 
For uac only es potytnrriialfoti catalyst. 


!.eor> l peroxide.. 
Leary! MtUete Mite. 
Amiuonlunu 
Magneeturu. 


- - For use only an pnlyinrvUatiou ratal y.t. 


Lecithin, hydrosyletwl 
Ugnln sulfonate end ICj 


WtlLn. 


it* calcium. (kOtaMium. and sodium 


Methyl naphthebrae mlfonlc acid formaldehyde con- 
Ueuiete, sodium *elL 

Mineral oil, while...... 

Monaglycerlde citrate-__ 

MixvtardMed oil. uulfoled, amm'oniurnj potaMiuin, <w 
aalt, 

NepiiltiaUno sulfonic acidformaldehyde condensate, 
sodium mK. 

NltrorollaloM. iai!-12.2% nitrogen.. 

Ofofc acid, sulfoted, ammonium, potavilura, i 
salt, 

Af-Oteoyl-AT -etearoylcthylenedlainine. 

Oxyvtearin... 

FarafornveJdefiyde. 

PeUoietuin..... 


For tv* only ai an edluvent to control pulp abeorbenry 
and pilch content in U»e mauuhirture of rwprr end 
paj*^board |»rlur lo the stieet-formligr <ip«retion. 


For use only ee an adjuvant to control palp elworbenry 
and pitch content In Um inanufectiine of paper end 
papnrtwerd prior to the sheet -forming ration. 


For use only as srttlug agent foe protein. 
Complying with 11 TV.1700 of Uib diopter. 
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i.faf tf mh»t*ncr* 

PKroVuiuasphalt. »'cainand vacuumrefined to m£tlh# 
following *|wei<lcatlong: Softening point Ivtf » -.W° V . 
m dofarmlned by ASTM Malbod 1 > 36; al 

77* V not to earned 0.3 mm.. a* determined by AV1M 
Method I> A; and m*i inuim weight too* not to ex<e*d F 
when distilled to "00* K. nor to ruwl an additional 
14% when further distilled between TOO* Y and thermal 
docotnnodtiati. 

retroleunL wax. synthetic. 

Fhwxothlarinr 

Phenyl acid ptogphtta- 


Phe»iyl*d-i*aphthylimuiie-. - 

riHwphoiit* acid cater* and polyrslrra (am) their sodium 
aalta) of triethanolamine formed by the reaction of 
triethanolamine with polyphaepborl* acid to prodm* a 
mixture of talon bavins an average nitrogen content of 
1.5 percent and an average phoapbonia content of V 
percent (as POi), 

PolyfncryUmldiHicryUc orid-NWdiinrtliyUmliwmeilnl) 
j».Tylamlde|. produced by rnocting 2.4D to J.13 p.»na by 
weight of polyacrylamide with I.53 port* dimrtliy lamina 
and I part form aide h>de, and containing no more than 
0.2 percent monomer a* acrylamide. 

roly(2-arotDoethyl acrylate n!ir»teo2*b>.lroxyprop> 1 
acrylate) produced when one mole of hydro*> propyl 
im ry Ute aud three moke of acrylic arid are reacted with 
three moke of tthyknlmJne and three mole* of nitric 
arid, jiiirh that a 35 percent by weight aqueous soIutUm 
ha* a minimum viscoaity of 130 centJpo:aea at 7. Y. aa 
determined by RVK-arrtea Brookfield ilscometrr (or 
equivalent) using a No. 2 spindle at 20 r.ti.ra. 

Poly acrolein (1 part) -sodium Maulflte (0.7 part) jMojb 
ronlaltdng eiceas bisulfite (ratio of ever** bisulfite lo 
addu< \ not lo exceed 1.5 to I). 


!Amitation» 

For use only a* a component of Internal suing of paper 
and paprrlHard intended for tw In contact only with 
raw Priiltw. raw vegetables and dry food of the type 
btentlfted under type VUI of table 1 In paragraph fe) 
of tills section, and provided that the asphalt i* t»ed 
at a level not to exceed 3% by weight of the finished 
dry paper and paperboard fiber*. 

romply liig w ith | I7*.r» of tbU chapter. 

Korjum only as antioxnlant In dry rurtn sire. 

For use only aa polymcrUaiion catalyst In iiirlamlue- 
formahlpbyde modified alkyd coat Inc* and limited to 
uy at a level not U» exceed 7% by weight of the coaling 

For use only aa ai»l ioxidant in dry rosin *Ua and limited 
to use at a level not to exceed 0.4*i by weight of the 
dry main site. 

For use aa an adjuvant prior to the aheet forming opera¬ 
tion to control pilch and scale formation in the manu¬ 
facture of |N»|>er and paperlward intended tor oae In 
coman with food only of tb* types IdemiftedII*iPtra 
graph (c) Of thta section, table I. under type I. Fv, \ , 
V|| VIII, and IX. and used at a level not to exceed 
0.075 percent by weight of dry pa |ht or paperboard 
liter*. . .. 

For uae only aa a drainage aid and refeiition aid em¬ 
ploy*! |wwr to the alieet-formlng operation in the 
manufacture of pni^r and paperlrfxird for u*r In con- 
tact with fatty food* und**r condition* of use described 
in paragraph (c> of this aeciion, table 7, condition* 
of uae, K, r, and O. , 

For uae only aa a retention and drainage aid employed 
prior to the ahoet-fanning operation in the manufacture 
of paper and pnperl*>ard at a level not to e*ce*d 0.2 
perrvnt l»r weight of dry paper or paperboard liber. 


For uae only m an agent in modifying starch** and 
starch gums used in the pr odor lion of paper and 
pai>erboard and limited lo uae at a level not to exceed 
0.09 ing/ln» of tlie finished paper and i*ap*r board. 

For uae only aa a retention aid and fiorrubuit employed 
prior to the live*( forming operation In live maun* 
lecture of patwr and paperboard and need at n level 
not toexeeedO.:! perrent dry ream by a right offtnlshrd 
dry |M|>er or paprrt'Oard libera. 


Foe uv ont% in llte mai»ulaclu»c «f paper and paper- 
hoard under condition* such that the realm do not 
exceed 1.3 jehriil by aright of tlie paper or pafwr* 
board. 


rolromhle-MUchlorbbydrin modified r*sin produced by 
reacting adipic arid with dlethyknetriamlne to produce 
a basic polyamide which 1* muddied by rww lion With 
formic acid and formaldehyde and further reacted with 
eplehlneobydrlii In the prrtwncr of aimuouium by* 
drollde to form a water wdubk 

nitrogen content of 13 15 parent (KJrldalU, dry basis; 

Mirli that a 35 percent by welglil aqueooa solutiou baa 
a minimum viscosity of #3 reullpolAe* at 25 c * •*? ^ 
termined bv Brookfield tlwoaltneter ualr.g a No. I 

P^yainUl^ephditrohydHn water soJubk lUymJjeltUiv 

mlm prepared by rc*cimp ryliplc mid. lwn»hthaNr 
aci 1. Itoconlr arid or dimethyl glutord* with dlrthyl- 
t rvuiamhjc to form a basic |*»lvatnlde and bother 
n-'wUrtv the polyamide with otic of tint fcilkiwlng 
Kplddorohy drln. 

Kplrhloroliydrln and oinmotUa mlxtiue. 

P<4deHi^c^tU>rollydrin^trr-wiitible tbernvtMWlting For use only under tile fallow tog ouoditioija. 

^'i It^rrocii^nr'adltit^acidwl tii .SictbyJe.^ I- As are ten lion aid employed prior to the ah«t- 

iH^minc^uTfiuin a b25c SSlymbhlTand further reacting farming operation In the manufacture of paper 

{h^lvambV ^ l\ih!n ^emeh£!n4dnn S* and pajyirboard and limited toowajs level 

h minSmlxture 5 i^htlvAt_theftnWie<l main* a iiitro- ** ** ^ ** 

2. The finbdMNl i»tier or paperboard will be used In 
contact with food only of tbe m*" IdenUJkd 
in paragraph fc) of this wet km. Table 1, under 
type* I and IVB and under conditions of om 
described in poragropU (c> of ibis aection. 
Table 2. coi nil lion* of uiw (K) and (U). 

For uw only as a wrt-strwngtb agent and/or retention aid 
employed prior to the sheet-fonnmg operation In tho 
mamtfacture of pafwr and napert*oard, and used at a 
lave! not loexoced l percentby welgtd of dry paper and 
paiwboord filvera. 


c #n mmlem of I7.0-U.0 percent on a dry bask, and a 
vtsonelty In 30 pen^cntdiy-weight SqtlolWf aotulmn of 
3MF9*si citnliiKiWe-i a* 2Xr C, as ilrtennliiwd by a Bn*ik- 
liedrj viaconieter using a Vo. 3 fplndle at 30 r.p m. (or 
•quivaVnl method). 

Folyamlne cpirhhirohydriu rr*in pnidu^l by tlie reac¬ 
tion of WsCbexamcthyfana) Ulamln# and l» *her homo- 
loguee with epichlarouydrln ruch that live finwlsed reelo 
hu a nitrogen content of 7.4-O.v percent and chlorine 
content of 18-31 percent on a dry baal*. and a mlnliaum 

modeTvlaooitieter u ? iug a No. ill *|4ndle at Mi r.p.m. 
(or equivalent method). , . . 

Polyanilnc-eplchiorvhydrin resin produred by the r*<u- 
lion of A\V"dfniethyl l.3iuo|v«mediomirie with atu- 
rlifacohydriti and further reacted with MUfartCKM, 
t’hemh-al AbvtracU Service Hcvisiry Number 
41-OJ, auebtbai the finished rwain has a maximum nitro¬ 
gen content of 14 4 prroeul (dry basis) and a m nlranm 
vlarewlty In .aifierornt bv weight aqueous aoluttott (Fll 
4 a) of SOcentlpolsea at 26* t<, as determined by Brook* 
Hold LVT mwiel viscometer, wing » No. I a|diHl»« at 
12 r.p.ro. (or equivalent metliodi. 

Polyajmr»e-ep»chloroh>wtr1n water soluble UianuojsUgtg 
ream prejmred by reacting hexamcibylenedlamnw with 
l^dkhtorocthane to farm a pwpolymer and ^b«r 
reacting this prepoiTUwr with eplchiorohydrlni aiichi tlsa* 
that lint died rmdii has a nitrogen conlonl of 54-AJl per¬ 
cent and a chlorine content ofS2.7-34 4 paroent, on a dry 
tenia, and a minimum viscosity. In 35 P<rre*‘t by weight 
an Hood* solution, ol 60 oentlpoa.wis at 35* C, as dster- 
minetl on a Brookfield FLAT model viscometer wing a 
No. HI tplndle at SOr.p.m. (or equivalent method). 


For use ouly aa a ciortflrr in the treatment of Influent 
water to l>« uaed in tlx mannfsrture of paper and 
paperboard, and used at a level not to exceed 20 part* 
par milium of the Influent water. 


For us* only aa* wat-euengib mwii and or retention an) 
am ployed prior to the abeetfarming operation In the 
manufacture of paper and paperboard, and used at a 
level not to exceed 1 percwnl by Wright of dry paper and 
paperboard fibers. 
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/.fsf of swbefderrs 

rolyamincepichliirohydrln vttff soluble tbernuieeiUtif 
reeln pr^nar^l by reacting hexnmeihytenfdlamUM 
with 1.2-dlcbloroethane to form a prejiolyiner on d 
further reacting this prepolymer with cpichlorohydrin. 
ThU realn U then reacted with nllrUotris (methylene- 
nhcunhonk acid), petiLModium «lt, nvh that the 
finished reeln ha* a nitrogen content ol 5.044 percent. 
a chlorine content of 2V.7-3I 4 percent; and a pltospboru* 
foment of 3.MJ perrent, on a dry basts, and a mlm- 
nmm viscosity, In 25 percent by weight aqueous aolu 
tlon, of AO crnUnokw* at 36°Cl. a* determined on a 
Brookfield HAT model vlsroincirr using a No. Ill 
Spindle af flo rp.ro. (or equivalent method 

Pofymmlne rr^ln produced by the reaction of l^iiehloro- 
ethane with bt-uhrxaroethyleiwdtriamine and higher 
fiomokguee audi that the finished rosin lias a nitrogen 
content of SS.fi 15.0 petrent on a dry basis, and a mini¬ 
mum viscosity in2S^Mrmit-by-wW C ht aqueous Mention 
of 711 ccntJnoiftM at 25* C.. ai dr terminal by Brookfield 
HAT model viscometer using a Not i vplndl* at SO 
r.p.m. (or wmivaknt method). 

Polyani i noamide-eptchtaruhy drin modified main pro* 
duesd by reacting adlrdc arid with dfethylonetrtarulns 
to produo* a poljramld* which b modified by reaction 
with flirthylaimnopropyiainin* and further reacted 
with dirhlororthyl ether to torn a polyamide Inter¬ 
mediate. Till a polvnmid* intermediate Is then reacted 
with epichlorohydrlit such that the finished resins havr 
a nitregen content of 104-12.4 nrrrrot (KJeldahl, dry 
hosts) and a minimum vfacoftity in 40 percent-by-weight 
aqueous aotutlon of 250 cantipoiMS at 22* C, aa deter¬ 
mined hr a Brook Acid ModelLVT viscometer us in* a 
No. 2 spindle at » r.p.m. (or equivalent method). 

Polybutene, hydrogenated: complying with the identity 
proscribed under 117*.r«Kb> of tills clmpler. 

Poly<1.2-tUnjinhy 1-5 Tinylpyrldlniiira methyl sulfate) 
liavliK a nitrogen content of 5.7 to 7.S percent and a 
sulfur content of U.7 to 134 percent by weight on a dry 
twab and having a minimum viscosity In 80-jwrce ru¬ 
by-weight aqueous solution of 2.0UO centipoi'ce at 2S* 
C. at determined by LV-mrtes Brookfield viscometer 
(or equivalent) urfnf a No. * sptmtle at 00 r.p.m. 

Polyethylene, oxldired.: complyiiar ^(th Use identity 
prescribed In | 177 . MOCK a > of tide chapter. 


f.fmttoffa** 

For uee only a* a wrt-strength agent and/ur mention aid 
employed prior to the abaci-farming operation In the 
manufacture of paper and paperboard, and need at a 
level not to e*r*ed l percent by weight of dry (wpar 
and paperboard fiber*. 


For me only as a rctruUon aid and.** floecufonl em¬ 
ployed prior to the sheet-forming operation in the 
manufacture of paf»er and paper !»oard and uaed at a 
level not to exceed at percent by weight of dry paper 
or paperboard A her a. 


For uee only aa a wet-strength agent and/or retention 
aid employed prior to the sheet-farming operation lo 
the manufacture of paper and |*t«irt>o«r0, and used 
at a level not to oxccad 04 percent by weight of the 
finished dry paper and paperboard. 


Far me only ae provided In ff 175400. 1784740 and 
17B4M0 of thfa rhaptar. 

For nee only as an adjuvant employed In the manu¬ 
facture of (*per and paperboard prkr to the shaet- 
fanntng operation. 


FolvetJiylcneamlne mixture produced whoa I mole of 
ethylene dlrhlorlde, IXft moles of ammonia, and 2 mole* 
of sodium hydroxide are mode to react so that a 10 
percent aqueous solution hae a minimum vlscoetty of 
40 omtlpoicee at 77” F, as determined by Brookfield 
vUooejmeter using a No. 1 spindle at 00 r.p.m. 

Polyethylene glycol (300) dilouraie. ... 


For use only as component of coatings that ooutact 
food only of the typo Identified under type Vll-B of 
table l In paragraph (O of UUa section, and limited to 
urn at a level not to exceed SO percoeot by weight of 
the coaling solids. 

Fur me only aa a retention aid employed prior to the 
•heat-forming operation In the manufacture of pap* 
and paperboard. 


For uae only a§ aa adjuvant employed In the manu¬ 
facture of paper end paperboard prior to the sheet 


Polyethylene glycol (400) dtobwte. 

Polyethylene glycol vtoo) niters of cooonut oil fatty aelde. 

Polyethylene plyool (800) oaten of toll oil fatty acids. 

Polyethylene glfeot <400) monolaaraie. 

Polyethylene glyml «yW) monobuirate. 

Polyethylene glycol riOO 
Polyethylene ptycol <ITO) 

Polyethylene glycol (4001 i.. 

Polyethylene glycol (fiflO) monoeteomie_ 

Polyethylene glycol (3.000) moncelearate. 

Po^echylenlmlne, produced by the polymerisation of 


PolirmetlLOrryUe arid, sodium salt, having a viscosity In 
afipefor»It l.y weight aqueou* wtution of 125-.13& cenU- 
poiM« at 25* V m determined by LV-etrlm Brookfield 
vfaeonseter for equivalent) using a No. 2 spindle at 
■ TS 

Polrmettisrrvlic arid, sodium salt, having a vfacoalty in 
40 P W t nhbf Wlld >t aquemis sohiNan of 400-700 eeoti- 
poism st 3S* C. m determined by LVwrfa Brookfield 
Viscometer (or equivalent) using a No. 3 spindle at 
30r.n.m. 

Pdyffmeihyliraino) (3-hydrmytnmethylene) hydro¬ 
chloride] medneed by reaction of 1:1 molar ratio of 
mvthylamine and epiehlomhydrtn so Uiai a 31 percent 
aqueous solution at C has a Btokes vk^H^ity range 
of 24-4.0 aa determined by AHTM Method 1) 154*M^ 

Poly loxycthyfene (dimethyUmlnio) ethylene (diinethyt- 
tminio) ethylene dichlorlds] produced by rcacUtur 
equimolar quant Mies of V.N. V.N'-tctranieibyiethyl- 
enediamiive and dtchloeoethyl ether to yield a solution 
of Die solid ploymer in disUtted water at 25* C with a 
redmed vlsroelty of not laas than 0.15 deciliter per gram 
aa detentiinwl by AHTM Method l> 1244-Ct. Th* follow¬ 
ing formula If uwd for determining reduced viscosity. 


For qm only aa aa adjuvant employed prior to sheet 
r.vmatlon In neper-making systems operated at a 
pH of 44 or higher, and limited to use at a level not to 
exceed 5% by weight of finished dry paper or paper- 
txionl fiber*. 

For um only aa a coating adjuvant far controlling vie- 
ooefty when used at a level not to exceed 04% by 
weight of coating solids. 

For use only aa a coating adjuvant far controlling vie- 
rosity when use-1 at a level not to exceed 0.1% by 
weight of coating solids 

For use only as a retention aid employed prior to the 
shcM-farming operation la such an amount that 
finished coper and paperboard will contain the addi¬ 
tive at a lavsl not tn cioocm of 1 percent by weight of 
tiie dry Paper and paperboard 

l or use only to Improve dryn 
board and as a retention i 

prior to thereof mHfaiPPPWIWBBW 
of paper and (miicrtKjard and limited lo use at a level 
not U> exceed fit percent by weight of the finished dry 
paper and paperboard fibers. 


iporuotru* 

» dry-strength of papM and paper- 
itloa and drainage aid ornployed 
nine operation in the rnanufacUire 


Retim ed vhrmily tn terms of dseiiliers per gram •« 


<-8<itutb>n efllut lima. 
f.-tVaier effiut time. 

C-t'onceutralion of eohUJon In temt of graans prr 
deciliter. 

Poly propylene glycol (minimum roolcculsr weight 1,000) 
Potassium persulfate. 

Propylene gtyxot algnmtc.. . 
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RULES AND REGULATIONS 


L«rf •/•*&• fonc«* 

Protein hydrolysate ft ora animal bide* or aoyboan proUla 
condensed with oble and/or tu*ftc acid. 

Rapeeeed oil, imitated ammonium, poUasmm. or sodium 


limitation* 


Mil, ™ _ 

Rkehrmn oil. mile led ammonium, potaaslum, or •odium 

«Swss«k «5gaBM5sg?ge 

/,700-3,900 (or maSuiriuE of paper and pe^rboerd and oaed at a 

rtndl* at 20 r.p.m. and using 


termined by 

equivalent) using a No. 4 suindhi at 20 r.p.tn. snd uslnK 

£& 

by weight auumu* vadium e-pbenylpbcuat* toluUon. 

Bottom dioctyl MiltouoclneUt. 

Fottum formaldehyde wiifoxylat* 

Sodium hypochlorite.. 

Bodltnn \-m*thy]--V-ofayltanr»te 


manufacture of paper and panerbe 
torn) not to «ee*d i% by weight of 
or paj»rrboanl fiber*. 


finlrbed dry p»l** 


111’ For um only as polymerisation catalyst. 


nt to control pulp ahsortrfncy 


manufacture of poper and 


Boduuit til title* 


Podium prrwUate. 

Podium polyarryMr . 


Kperra oil, tulhlel, ammonium, poualou, or sodium salt. - 

. 


For uw only a? an adjuvant 
and pitch content in tha 
paperboard prior to the shaet-fenuing operwt>on. 

For me only: 

1. AttoefatMlto«xocod0.3 < !;by weight r.fluhrvanU 

or release agent# applied at keel* imt to «»ceet| 
I lb. per ton of finished paper or paperboard. 

2. At an antloonoaUm «ptit at kveU not to exceed 

CL2% by weight of wax euiubiuns u*«l a* Inter¬ 
na) rising In themanatenturv r.f paper and paper- 
board prior to lbs •tMWt'fcrmtriff operation. 

For dm only. 

1, At a thickening amt lor natural rubber latn 

coolings, prorldod It It uwd at a Ural not to 
wceedi percent by wtight of coaling aoli<K 

2. As a pigment dispersant In coaung* at a torsi not 
to ciooed 0.2J» percent by weight of pigment. 


itioleeutar weight 90.000). 


For ate oidy 
1. As a ooaiii 


thickening agent at a tori not to 


1. As a ouauufl thickening agvut at 
aumd 1% by weight of * 

1 At sortaoe <Um at a tool not to 


exceed |% by 

_ subetmie. 

_agent at a towl not 

of coktiiif tobdt. 


a eight of ( 

po ‘*“ hI " ““ ““ "sz&Gt?, 

Tallow . 

Tallow alcohol 
Tallow alcohol. h 
Thltor fatty 

T alk rw liyui 1 ^*-'-. ■.. 

y ^ tobVl«i^bau>i«>c polymer with For um only ae a floecukut, dnunagt aid or rw«ulioii tod 

TS£fe§SSg«3^,H« a*KWiBS!8®fiSS 
SSSla' siiait^aa gajggs sxt'ffSfsdsE^"^’"'" 

wSHsiSSSSsasSw 

rittgjTOaassseir---™-*- '%~ss aaga-.wa ariW 

merirutmale. chapter and hmltod to use prior to tba afertt-fermiiM 

sms iaftssjas^wus shss 

F«**um ordyTo^dj^^pfl daring tba muuik|un of 
maittnlfari M 


TrMhiuwUmtiui... 


M OMBlpOnmaU of pe]Kr 


TrioUiyktia glycol adlph? arid monomter produced by 
matting aqutatolar tpiauUUea of trkthykne glyco) and 
adipic acid. 

J*S~ f 

where Uw eder mixture has a fluoriti# content of «HA 
pet to M.1 t“t as determined on a solid# ““ “ 


Viacoae rayon IjMfP 

Xa/i’t£an gum?eonlonnln* to tb* identity and spliito’ 
Hone preacrlbad In I m.*» of this Ropier, 
the nwidual laoprcpyl alcohol altall u*A woeed 4,000 

Xylene 'mlfonvc^acld-formaldehyda comkiiaata, •odium 


Zlue formaldehyde xulfosylata. 

Zinc octoate.. 

y.irryirtrum otide. 


For use only na a *«•^url-eotttrol a*r«nl ai a keel not to 
except 2% by weight of coaled of Ultcooted fftap^r 
and iMieriwimL 

For uw» only as a modifier for axumo resin*. 

For u^ <^ilv at an oU reprlle.it at a level Wilfoctd 
a«7 lb (6.014 lb of fluorine) t^r 1^)00 fi> of treated 
paper or mperlvjar*), as deteraunod by MUdf** <* 

ttia rondluons of oae It through U Itombcd in tabk 
.• of parografxh (<d of Ihta wetiou. 

Comply in* with II74JT710 of thk chapter. 

For uv only at • tnaxtruum kvwl of O.UO Pjicail by 
weigt.1 of flrthUed pa^wr as a »tsp<"i*wm aid or italx- 
lii*7 it* auueou* pigment iturnr* employed In tlia 
manufacture of pft|»er and paperl)oard. . 

For um only as on adjuvant to conUoi |«lp alaorbency 
and pitch content In the manufacture of t*apcr and 
paperboard prior to the sheet-forming o^ratUm. 

Fur use only m polymerliatioo cataly n. 

For dm only at a component cf waterproof eoatlna 
wfara Um rircotilum oskki to preertil at a tool not 
to axeted l percent by wefgbt of the dry paper or 
iiaperbonr l fiber and whorr the tirroiilnm oxide b 
.irr.!i?rr.i hv tivilroli <dx of xirconlum acetate. 
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(b) Substances identified In para- 
graph Cb) (1) and (2) of this section may 
be used as components of the food-con¬ 
tact surface of paper and paperboard, 
provided that the food-contact surface of 
the paper or paperboard complies with 
the extractives limitations prescribed in 
paragraph (c> of this section. 


(1) 8ubstances identified in § 175.300 
(b) (3) of this chapter with the excep¬ 
tion of those identified in paragraph 
<b>(3) (v>. (xv). (xx). • xxxli, and 

< xxxll) of that section and paragraph 
(a) of this section. 

<2> Substances identified in this para¬ 
graph (b)(2> follow: 


IMt of nubslnnce* 

Awytomide co(*ol> mi-rued with ethyl acrylate mul.'oi f 
•trwni* and/i* inelhaiTvlle acid, •ohwqucotl) Mooted 
With formaldehyde and butyl alcohol 

Aorylanuilr rupolynicnxed with • thylme and vinyl chlo¬ 
ride In *ttch a man nr r tliat ll»r finished n.ipnK n*ern hare 
a nUnlmiim weight avrragr moWculor weight o i 
and contain tiol mure than SA wrUrlit (M-romt of total 
polymer unit* derived ftow acrylamide. and in Midi a 
manner that thr turv lamide portion may ur may not (*i 
snb*e«ru«mtly partially hydrolysed. 

Acrylic oopofytnrrx produced by copoU meriniig 3 or more 
«tt»e acrylate tnoumner* butyl aery tor,. ethyl act vlatr. 
rthyl mrtharryUic. methyl nrrjlntr methyl tnrthorry 
lat#. and a propyl methacrylate. or twodaerd by copnly- 
mertsing one or more of such airyUP- monomer* together 
with one or inner of the monomer* acrylic add. ocrybe 
nltrllr. butadiene, 2*iii>Miei>l acrylate. fUiiianc add. 
UlyrJdyl mettiocrylate » brxyl-metInn y late. Jttconi. 
add, mH harry lie add. styrene, vinyl acetate, vinvl 
chloride, amt vinytidene chloride. The n mailed copoly 
mart ahall contain ai lead W weight percent of polymer 
unlta derived from one or more of the monomer* butyl 
acrylate, othyl arryUte. ethyl methacrylate, methyl 
OCT) !ot.\ methyl tnrlhacf)lute, and r. propyl uintl.ncra 
late, and thall contain not more tlum 5 weight iw-recnt of 
toral polymer unit* derived fiutn acrylic acid, futnanc 
anct dyddyl methacrylate. r- hexyl metItacrs lore 
iiaountc arid and melliacryUc acid. The provision Utmi- 
h« the finished acrylic ropotymer* to not more than S 
twits derived from servile arid, hmmrtc odd. glyndvl 
met harry bile. •» hetyl niettUM r > Ule. Itwronic odd. mid 
mdlOfiyMc arid ts not applicable to fiuhhed aery In 
«mj*>I> mcr* lined n* muling .tdiuv*n?i at a level not e\- 
(WMiiHK 2 weight percent of total coating JftMdft. 

•-Allrybulfonate (alkyl group la In Um range C» C* with 
not inn than OO percent C lr V H ). 

2»Brome-4*-li} «litw> uc«toplienone 


But) tbvniyl phlhalote 

Butyl olrate, sultotod, ammonium, p«rti«.<alutn. or *odtain 


Butyraldchvdr 

C'aptan i A-trirhluroincthyhiK'rt aplo-l-r)i }<>he«riie'|, .'* 
(DcarboaltnUSeh 


Caator OH. polymyethyUied (12motel ethylene athle). 


1-0chfomaNt 1 1 -3^.7-fi taiad aronliia*ta!aantan« rhluritir 


!A mitnttvnt 


Tut uw only as roallnc* ur ctmi|iot»iil» of wnUnga. 


Kor unr only ad an emuUArr for vinjtidm* ehlorida 
oopolymcr f**»tiug» and limited to an at a Isrol not to 
exceed 2 percent by weight of lha coaling solid*. 
for w only a* a prwwrvaUv# for coating formulation*, 
hinder*, lament etarrlea. and idling lohition* at 
a levd not to exceed «.0Hg percent by weight of tho 
coating, wIuIUhi. »lorry or emubion. 

C'amply'tng with JlTUTtO of this diopter 


r%m MW MIMJT m* n iiiaiq- ana imMiew-JWcMMldg Ogeftt IB 

coating* lutendod for um in contact with kwl only o. 
the typen Identified In paragraph (c> of Ihfo aocUoa, 
talde 1. under type I. II. VI-B, and VIM. 

Fcxr use only as an wwUflg tn nltmcrliulove roaungi 
Uv paper and |«|iexboard intended tor am in contort 
with food only of the types identified In panarrapk 
(f) of this sect tan, tahto 1, under types IV A, V, 
V It A. VIII. and IX; and limited to ues at a levJ 
not Co taoeed a percent by weight of the coatimt »otld*. 
lor use only as a prcwcvativ- at a level of u.3 weight 
percent In latcces u.w| as pigment bln<ter* in iriper 
nnd inpertiaard Intended far uw* in contact with 
food only of Uie typon lihomfled in psuMrmph (cl af 
IN* section, tnhtn 1, under type* V, vff|, and IX and 
under the rondlUmir of une deunhad in pantcraph 
ie» of Uiis wet Ian. tat»U 2, condlhons of uv K, K r and 


f'ojifjrr s-4]uimdli.r«late.. 

Cycnseil mtitwr pruduerd wheri natural uaio crape ruHwr 
rliwolvetl In (dwuol Is caUlytlmn> cydiicd «o that U»e 
hiiUhrd cyrilre*! rubber has a inHtlng pnlnt of 7*r F- 
31 r K a* detivmJned by A STM Method K » AST and 
ran tains no tnore than «.«»» p.p,ra. of rmidtud-Ave 
(iftennl as detcmUiwd by a ga* Uquld ehrotuatographlc 
method available upon re<|U«wi from the ComniHwionnr 
of Rowland trrugs. 

Dibulyt plilliolate___ ___ . 

I>d*utyl seborale_ _ 

l)i(Cr.C>«Jk>l> adinte. .... 

1 Mcyclobeiyl phtlialate.... . 

UMliylene glycof ester «f the adttucl of ten<ene am! mialrfo 
•uhydlldeu 


asanydride. 

I >1 hydroxy dktitorvll phenyl 
1 >( nseth y l)iotysUoiane. IQOce 


uwttMiie 

' 


i>lmeih>lpaly^b»xa«ie-heUpheri>leUiyl methyl poly- 
k s duiane copolymer CM). 2noto «m)<enlistok« visawity. 
A .A Diphenyl-p-pheny Jr iwstlnmine 

Dieodium .V-ot’tadscy bulfooundnairtatc. # 


EDTA (eliiylenc'tiamlnrti-traar-druicidl and Ms Milium 
and. calmula salU. 

Ethylene-acrylic acid copolymer* produced by Um cotev 
faf iB a ri i tla a of iUkjdma and omltc acid atvlvor their 
partial amtnofiium salt*. The finished copolymer stiail 
contain uo more than 25 weight-percent of polymer tmits 
derived from aery Hr acid and no man* than 0J6 weight 
permit of rwdduaJ tnonomerir acrylic acid, and Imre a 
melt Index not to etrr*d *V» as h'termlM*! by Af^TM 
method p 12SR, 


Far um only a* prawtrvaUv* for coating fomiulatinns. 
For use ocUy In coatings 1<* ww and paperboard 
intcn.Jed for use in contact with fowl only of the tvprn 
identille«t In paragraph <c> of Uii* section, table 1. 
under typra VIII ami IX. 


Co plying with | irv37irw*r tilts ct»a(Uer. 


For uv wily as twvsrrvalive for coating fonttutollona. 


For use only as |ioiyr»erlsaiion icitiibitor la 2-vulfoethyl 
toeiUacrYlaic, sodium salL 

For use only as an emulslfler In nwin latex OMtingi and 
limited to use at a tevel not to riceed 0.05% t>T weight 
of the coating solid*. 
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Ponnoldehydr 

Olyoxol 


LUI e/ «* In fences 


Glyovry *» monohuiyt riciuo1«wte 

lI>droiyti‘,rth>ldrcivai|i 
Wl, l-dijnelhyl-*oxo 
rftvui)| 1 mole of the |N-<1,1 

orrylamidel with 3 inch* oI fortm-- 

tabbed product hM a maximum nUnxn 
iMirant and a maximum hydroxyl conte.it of 15 prevent 

boja^Mh taw anunotutim. potusaiimt, or 
•odium «alt . 

Maleicanhydrideadduct of buiodlenr-etyreiM c<ipolywwr. 

•^MHliytotyreneviiiylloluMi* copolymer roeina MiioIm 
ratio I emwrthyleiyrtme to 3 vinvltolwrno. 

Naphthalan* ftiiliaati) add furouldehyd* uandenoute 
■odium Hilt. 

O wi^i'lm y ici h y Imn harry Ul e <CA* jUvutry No. 
46£»*-!ft I) copolymer with ethyl acrylate amt i. m 1»>I 
methorrylM*. ruid contoiuiur »«* morr than 4 perm. I 
bv weight ofoxiuoUdinyMhylmrthocrvlotr. Maximum 
tmrog*n content IMS baOAperecni an 1 number aver. 
«g« ronlectih.r weight ot llmt pori.oti of I hr •‘"I’rijmt'r 
•olubl* hi tetmhydrofitrui shall t* not tra* than UUR*. 

PonUrrytlulloJ tianwlroratr. 

Petroleum nMrycllc hydrocarbon r«m*. Of the hydrtv 
genoted product thereof, meeting the following 
cotton* Softening |«lnt ‘/7° C jiitntruiim, m determined 
by A8TM Method K MT; aniline point 170* C 
minimum. aa .fotretniued by &TU MdUo «l* «4: 
and •pcy'llk* gravity O.’Jd-fl.W rJt f i*'JS i ). 8ueh 
petroleum bydroeartion n*ln» ora produced by ihc 
ratalvtlc i>ol> metis*! ion of dienes and olrllu* from 
lowdnsllni dfrtlltouw of cracked urlrukum .to ks that 
rantaln do flMtalfc* MUM ovw «P O wd that nWM 
IIm nln.rtuH olMorbwiMUiDiD |»wertb*U In 11. J.w> 
lb) ol tUU dupttf nr bon lo lb* •n»lyrtM. 

pfoc<-lur. d««ll«d In liriwnhbl ol Oil. *M ; ut 
miKimcd 05 folkwr. Tirol thr product « In the lit ' 
SSruph nnder "Procure" In I l?^b)(1W «ht. 
chapter. Then proceed with | 17k»tkb) of lhtocl»«pt»f. 
mar u iic with the paragraph oouwantdiut wtlh^Pronipt* 

■teas; satahauSL-w--. 

StaTd&raa&g 

*? C., and a color of K or paW 

rol>Mtrf r»lii peodncod by reurUng lint odd »roupa In 
LUontAii wax with ethylene glycol- 

SSWSKSES 

lit Mcma of 6 after Soxhlat extraction for 24 hour, with 
rofyciyoSylat^ 1 (SlS^motoa) UJJow aWihot ■uLfair, 

MiUura MIU 

)*aJyoiy|irogfour>pd^«y<»U^yhio* block polymer* (min- 

poWrtny! IScohoi (minimum vlvcteUy of 4% aqueous 
Rotation at TBT C. of 4 Mntlpolem). 

Polyvinyl hutyral- -- 

SSWSStoi:^:- 

Polyrlnytpyrrotldouf.. ... 

iSmiHifr and dhairm of fata and fatty add. 

saatttfsjggggg^ ~ 

n?» tW inoir-. witful^tium 

laodmlr. >lplinHTxyic>lyrtboiy 140 mot«o) oulfoii' mix* 
UUr*». 


Podium 2-rthytbrtyl lulfata .. 

Hodbtm »tro> t laoptofmnotatntdr wjIfoauiTlnatr 
hixtiuui |cii»OLdiforaphrnatc.. 

ii »phaoylpbonafo^^rT TTy^TTTTrrB^Tga 

bodlum vinyl wilfonate polyinrrtsod.... 

MINI. 8uch copaJywrr* may contain fi uluoatywir ait 
a polymerttatton chain Utmlnnlor. 
glyrcnr butadtana copolymers w nlainin* not mom Ihiu* 
10 wWfht percent of pointier unit* derived by oopol) 
mciiioUoa with on* or more of the folkjwtnf BMUMmerc: 
Acrylic arid. 

Pumarlr add. 

3-11 ydraxyeth> t arry late. 

Itaoonlc arid. 

Met harry arid. 

Mty*«r.^l«l*ai»» „ooiwjji«2 


Umttutions 

For uar only a* prrerrvatlve for coatiuf fonnulatiotiB. 

For \u* only at an iuaohitriluinc armt In march- and 
pmuin baswcl coating that ooaiUi l nonalcoholic 
foovU, and limited to us* at a level ih> 1 lo exceed 0 
percent by wm*bt o» the starch or protmu fmrtion of 
the eoailny »oli<U. 

For live twtly ax a cotnomiwef In polyvinyl acetal e latex 
a level ti 


matb«« and limited to use at i 
I prrreni by weight o dry polymer *ullds 


» exceed 


For ir*. *atl) as a binder far piyo eut •>. a binder 

ley el not to e%i erd 4.0 jierrr 1 «*> artglit of dr> pn|»er 
or iiarerlmard. 


For use only act modttWn In waxpoh iner blend coatins* 
(nr runturatcl paperboard lutended for usa In bulk 
riarkaclim or raw fruit*, raw TegeUble*. load moot 
Iced fab, and bed poulinr. iu»d Hmltrd to u«e al a 
level not to ei«wd 5n wM*ht-percent of the taxiing 
mthH 


ront|4>lng with 11< ♦.KUO of this chapter. 


Not to cirre»l >W) p.p^ni In flubbed coaled pa^wr ot 
|mp«rt<aard. 


For n« onl> t» «ui rmuMfkr in roailngi that rnntael 
kio<l only of the tyi^» WroUfkadjto pwinjBh (t) of this 
tecUon, tabl* 1 .under type* 1V-A. % ,A ll. V fit. mod 
IX: and limited to uw at VteU not to exceed 0,75 per- 
cent by weight of the coating «oh«R 


Por use only m |»rr*anra(lv* for cstUig formulatlowa. 

l>o. 


For uk only av a coating 
at a level 


_ _ _dMIlld 

limited to um at a level not lo exceed 1% by wedght of 
pa|*r or |w|Miboard sxiliatnttc. 


acrylate and acryMc acid containing not mon «« 
weight percent acrylic add and no more than 20 weight 
percent of a conibuialion of 2-bydimy«thyl acrylate 


minimum average molecular weight of fd.'* as determined 
by A .STM M*tl»od D 2» 


_ ■■■■ r paper and taptrbdVd In- 

UiHied for ux lu coiiUk-l vrltti noulatly ml and ttmlted 
to use at a level ivot to exceed VT\ by weight of the 
coaling rolldx. 
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IAst of tubitanc*. Limitation* 

Styrene-Isobutylene cofiotymers (weight average moUrti- For we only In toeting* h f pa(*r and n U>anl in- 
l«r Wright not Wsu than 4,WO). trivial hr u*e In oouljwt ui.drr roiuhttoft* of turn 

D, O described In Table 2 of paragraph (ct of tht* 
■rcuoo. with toml of types 1, II. IV-B/vl-B. Vn-B, 
awl \ 111 deecribod In Table t of imragrsph Cc) of this 
Mttton. end limited la uw» at m fowl not to nrnd m 
prrcont by Wright of the coating »Hds. 

KOr use only m * rooting or com pour r.t ol coatings end 
limited for use *1 a level not to exceed permit by 
wrigh! of paper or pap"hoard substrate 


Styrene- motor anhydride copolymers 

Stymie-methacryHe add copolymers containing no more 
miKuIrryh*aclS rfC ^ 1 °* P< ” 3rmef uutUl <l«*Tved from 
w-fyKl.lA^TetremethyOmtyn pbenyl]-oeirrtt-hydrciiy- 
poly (oxyethylene'hydrogen sulfate. sodium eelt mil- 
ture with «Hp-< 1.1 A.#delramcthyIbutyPphenyIf-oesry e 
hydros ypoty(oxy ethylene) with Lot It sulwtance* baring 
• poly(oxyethylone) content averaging a moles 


SSulfbethy! mrUrtwrylate, sodium sell |C\A. Registry 
No. l06Kr » 9l. x 


Tatneodiiicn V -il.Z'dlcarboiyelhyh A’-ocU'!*c>'t*ulfo4Uf- 
eummate. 


r agent 

•aoeod a percent by wrifibrof vinyl a*»tate polymer 
with ethylene end A' thydrmymethyl) .tcrylemide 
intended for use in cool In** for paper end pHtwrhuwrd 
intended tor u»e in io»t*ri w ;th food*: 

I. Of the type* identified id paragraph (e) of this 

section, table 1, underfypee l7lI,lit. IV, VI B, 
and VII. and nnder the conditions of use do- 
anrlbed In paragraph (©) Of this section, table 2, 
conditions of use K. F. and O. 

J. Of the types Identified In paragraph <c> of this 

section, table 1, under UpasY/VIll and IX 
and under the conditions of use described In 
paragraph le) of ihis swtlon. table 2, enndUtona 
<*f use C. D. K, F, and 0. 

For use only In copolymer coatings under conditions of 
use K, f. and O dtwcrlbed In pe/agraim <c> r J this 
section, table 2, and limited to um at a level not to 
escaod U1 porcout by weight of the dry copolymer 


sulfonamide { 


aldehyde resins.. 


?<* ua* only as an emubifto In reeln later coatings, and 
limited to OM at a level not to exceed 0 05% by weight 
of the coaling aotida. 


Vinyl acetate copolymer* produced by onpoly meriting 
vinyl acetate with one or more of the monomers acryla¬ 
mide. aery Ik acid, acrylonitrile. WcychH** 1|Vj* 2- 
«vMi t.»«fhyUcryUte, butyl acrylate, enrtouie acid, 
dacvl acrylate, fhallyl funiaraie, dlailyl maleate. diallyl 
phthalate, dlbulyi fumarairi dibutyl lla^nat*. dilmtyl- 
inalmte. di ^ihjllteiylt maleate, dt vinyl tonxena, 

•thyl aery late, 2-ethyMwntyl arrytate. fumaric arid, 

Itaeonlr arid maleic acid, methacry Uc arid, methyl 
acrylaie. methyl methacrylate, rootiDi^-ethylhaxyl) 
maleate, monoetbyl maleat*. styrene, vinyl tiutyrata. 
vinyl crotunate. vinyl hruMle, vlnyllden* chkiritlo, 
vinyl pclanronate, vinyl protrfonat*, vinyl nyrrulldona, 
vinyl «tmmte, and vinyl sulfonic arid. T1 m» finished 
eopolymrn shall contain at hast 50 weight percent of 
polymer uniU derived from vinyl acetate and shall coo* 
tain no n»or» than 5 weifht iMtvm of total polymer 
units derived from arryjar.irle, acrylic arid, cmioois 
arid, decyl acrylate, dibat yl Itawnele. di<2-ethyUwxyl) 
matoate, fumark acid. 1 laconic arid, maleic arid, meth- 
acnrllc add. raunoa-ethylhesyl) maleate. monoethyl 
maleate vinyl butyrate, vinyl bacoete. vinyl peiargo- 
nata, vinyl propionate, vinyl stearate, and vinyl sol* 

.Joule acid. ' % 

****** polynur with ethylene and .V-(hydroty- For am 
msthyl) acryhunJd® containing not more than ( weight Intend 

SlthJli^JhiSda 0 ^ mnU *k fl ' r « 1 ^ Chydrory. l O 


and paperboard 


S^^gjSSsffSs& JSSUSSt 

*• • n4,,; wiono-a-but y 1 ester; vinyl acetate; 

and vlnylideue chloride. The finished copolymers shall 
contain at least fiO weight percent of polymer units de¬ 
rived (rum vinyl chloride; shall contain no more than t 
weight percent of total polymer nulls derived from 
nimaric and/or maleic arid arul/or tbedr methyl, ethyl, 
propyl, butyl, amyl, heptvl, or octyl muuocetmi or 
from maleic anhydride or from mono-o-butyl ester of 
h-aorbarrvane-2. ^Umrborylk arid (however. In aay 
^***J^? ftiUiited copolymers shall contain no more than 
4 weight percent of total polymer units derived from 
mo now-butyl eater of l^norborn«rw-2A-dikiiriciyUa 

Midis 

Vinyl chloride-vluyl acetate hydroxyl-modified copoly* 


only In coalings tor paper an 
Intended tor use In oos t Lari wlthtooda; 

| Of the types Identified to paragraph («) of this 
section, table I. under types l, II. III. IV, 
VI B, and > 11 and under the cotullUoas of use 
daecribod in parammb lc) of Oils soriton. tabfo 
2, conditions of use R, F. and O. 

S. Of the types IdonUft^d in paramph <c) of this 
section, table I. under types V, VIII, and IX 
and under the oondlUoos of nee described la 
paragraph (c> of this sactloo, table 1. condllkxw 
of am C. D. t, F. and (J. 


iimi. 

Vinyl chloride* vinyl acetate hydroxy I-modi fled copoly* 
®*r* reacted aritn trimriliUc anhy«mdc. 

Vlnyildene chloride copolymers i*JL«duced by copolymer^ 
Ulng vinylldene chloride with oils or more of tiv© mono- 
mew acrylamide, acrylic arid, acrylonitrile, butyl 
acrylate, butyl melliacrylrie, ethyl acrylate, ethyl 
methacrylate, fumaric arid, itacobic arid, nvrthacryuo 
acid methyl acrylate, methyl mrilucfylaie, octadecyl 
melhacrybrts, propyl ornrlate fnopyl nwt hurry late, 
vinyl chloride, and vinyl sul/onic arid. Tbo OtUabad 
OOoolyman shell contain at toast an weight percent of 
pwyinpr units deriviN] from vinyUdene chloride; and 
»ball eonirin no more than 6 weight percent at total 
Polymer units derived from acrylaaios, acrylk arid. 

• c " 5 - “'^' l 
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(c) The food-contact surface of the 
paper and paperboard In the finished 
form In which It Is to contact food, when 
extracted with the solvent or soKcnts 
characterizing the type of food, and un¬ 
der conditions of time and temperature 
characterizing the conditions of its in¬ 
tended use as determined from tables 1 
and 2 of this paragraph, shall yield net 
chloroform-soluble extractives (cor¬ 
rected for wax. petrolatum, mineral oil 
and zinc extractives as zinc oleate) not 
to exceed 0 5 milligram per square Inch 
of food-contact surface as determined 
by the methods described in paragraph 
(d) of this section. 

Tahtjc 1—Types or Raw a kb Processed Food* 

1. Nonacid, aqueous products; may con¬ 
tain salt or sugar or both (pH above 
6 0 ). 

IT Add. aqueous products; may contain 
salt or sugar or both, and including 
otl-in-watcr emulsions of low- or 
high-fat content. 

III. Aqueous, add or nonadd products con¬ 
taining free oU or fat; may contain 


Tabl* 1 —Treas or maw ajtd Processed 
Foods —Continued 

salt, and Including water-in-oil 
emulsions of low- or high-fat con¬ 
tent. 

IV. Dairy products and modifications: 

A. Water-In-oil emulsions, high- or 

low-fat. 

B Oil-in-water emulsions, high- or 
low-fat. 

V. Low-moisture fate and oil. 

VI. Beverages: 

* A. Containing up to 8 percent of al¬ 
cohol. 

B. Nonalcoholic 

C. Containing more than 8 percent 

alcohol. 

VII. Bakery products other t han those In¬ 
cluded under types VIII or IX of 
this table: 

A. Moist bakery products with sur¬ 

face containing free fat or oU 

B. Moist bakery products with sur¬ 
face containing no free fat or oil. 

TO Dry solids with the surface containing 
no free fat or oil (no end test re¬ 
quired) . 

IX. Dry solids with the surface containing 
free fat or oil. 


Tahijc 2.— Test procedures with Ume temperature conditions for determining amount 
of extractives from the food-contact surface of uncoated or coated paper and paper - 
board, using solvents simulating types of foods and beverages 


Food-*! mala tin* solvents 


Comil Hue of usn 


Type* of food 
'aeetabi* 1) 


WsUr 
(time end 
UmpmUurt) 


Heptane * 
LUmt *nd 
Imp/rstort) 


• pel &0 pel 


(/feu ond (/feu mnd 
UmprminTt) Irmptmtutf) 


!!l*h temperature heat ftfrlXud |1, IV-B, VTI-B... 260* F.lbf., 


(•g., over H2* F). 
Boillnf water vUrlttied.. 


Hot ftlkd or parteurtied above 

iaor r. 


. Hot filled or paeUtirlud below 
Udf F. 


Room temperature fined and 
tiered (no thermal treatment < v i . 
Id the container). 


ill, nr-A. VII-A.do. xur V, a br 

n. Vn-B..«!• F, 30 min.... 

ni. VII-A..do.. 120 “ r, JO min 

If. IV-B. Vn-B . FlUboUlnit. ... 

oool to LOOT 

UIj rv-A. VU-A_.’do. taO*JF # 16 min.. 

if, rv-B,‘vi-B7 iw* r*.s hr'-..! "* — 

VTI-B 

rrLiv-A.vn-A-do.. \oorr.s osh„.. 

V.tx....— 

vl-A---da. 


wrr. 

2 hr. 


VI-C ........ 

1. IT. TV-B. Vl-B, txr f, 34 hr_.. 

Wl-B. 

nr IV-A. VTT-A..„ — do - TO* F. 10min 

v, lx _ do.. 


120* F. 
Mhr. 


Befrl (rerated flotage (no thermal 
treatment In the ooutainer). 


VI-C....-.—. 

III. nr-A. VII-A.. 70* F. 4ft hr.... TO* F. » min 

# i1.iv-6.vi-b. ^—do.. 

V6-b. 

VI-C___—. 

I 

III. Vll-A 


70*F, « 
hr. 


ISO* F, 
2 hr. 


ixr r, 

24 hr. 


70* F. 48 
hr. 


II. IV-B. 
vfl-B. 


70* F. JH hr.... 

_do. . 


Cl. Frozen flora** (no thermal treat 
ment In the ttttlalMr). 

II. Frocen or relrlgerated rtorage. 

Heady-prejwred foods Intend* 1 
to b* raheatM in container at 
Ume of uoe* 

1. Arpiemu or dJln water 
rroubrioci of high- cr loa- 
fat- 

% AqtlsOQS, high- or low free IIl t JV-A, VU-A,-do.. 

oil or tot. 


70* K. 30 min 


I. II, IV-B. 
Vll-B. 


II. IV 

IX. 


212* F. 30min. 


120* F, 30 min 


lift *t&ne ri tear lability rwu)U mart be divided by a tocter of Ore In snivlng at the exlrurtabiflly tor a food prod* 
net l ^ “.raoWoo cr ll/pUn. lowUlmuValn* Mtoitb&rt rwulrtd 

bl«3lSSw |*t«boMd container*Intwdrf lor uo* to balk ****** oflr«l mmt. twd 

fith. and Iced poultry. 


l 

net 


<d> Analytical methods— (1) Selec¬ 
tion of extractdbiUty conditions. First 
ascertain the type of food product (tabic 
1, paragraph <c) of this section/ that is 
being packed commercially in the paper 
or paperboard and the normal conditions 


of thermal treatment used in packaging 
the type of food involved. Using table 2, 
paragraph (c) of this section, select the 
food-slmulflting solvent or solvents and 
the time-temperature exaggerations of 
the paper or paperboard use conditions. 


Having selected the appropriate food- 
simulating solvent or solvents and the 
time-temperature exaggeration over 
normal use. follow the applicable extrac¬ 
tion procedure. 

(2) Reagents — (1) Water. All water 
used in extraction procedures should be 
freshly demineralized (deionized) dis¬ 
tilled water. 

(ID n-Heptane. Reagent grade, 
freshly redistilled before use. using only 
material boiling at 208* F. 

(til) Alcohol. 8 or 50 percent (by vol¬ 
ume). prepared from undenatured 95 
percent ethyl alcohol diluted with de¬ 
mineralized (deionlzed> distilled water. 

(iv) Chloroform. Reagent grade, 
frealdy redistilled before use. or a grade 
having an established consistently low- 
blank. 

(3) Selection of test method. Paper or 
paperboard ready for use in packaging 
shall be tested by use of the extraction 
cell described in “Official Methods of 
Analysis of the Association of Official 
Agricultural Chemists.** 10th edition 
1065. sections 7.034-7.039. under “Ex¬ 
posing Flexible Barrier Materials for 
Extraction,*’ also described in ASTM 
Method F 34-63T, except that formed 
paper and paperboard products may be 
tested In the container by adapting the 
in-container methods described in f 175.- 
300(e) of this chapter. Formed paper 
and paperboard products such as con¬ 
tainers and lids, that cannot be tested 
satisfactorily by any of the above meth¬ 
ods may be tested In specially designed 
extraction equipment, usually consisting 
of clamping devices that fit the closure 
or container so that the food-con tart 
surface can be tested, or, if flat sample?, 
can be cut from the formed paper or 
paperboard products without destroying 
the integrity of the food-contact surface 
tliey may be tested by adapting the fol¬ 
lowing "sandwich” method: 

(D Apparatus. <a) ThcrmosUtcd 
(±1 ST F) water bath, variable between 
70* F and 120 F. water bath cover 
capable of holding at least one 800 -milli¬ 
liter beaker partially submersed In bath 

(b) Analytical balance sensitive to 0.1 
milligram with an approximate capacity 
of 100 grams. 

(c) Tongs. 

<d) Hood and hot-plate facilities 
(c> Forced draft oven. 

For each extraction, the following addi¬ 
tional apparatus is necessary: 
if) One No. 2 paper clip. 

<(j) One 800-miUUiter beaker with 
watch-glass cover. 

<h) One 250-millimer beaker. 

«) Five 2 Mi -inch -square aluminum 
screens (standard aluminum window 
screening is acceptable). 

if) On© wire capable of supporting 
sample stack. 

(ii> Procedure, (a) For each extrac¬ 
tion, accurately cut eight 2 Vfr-inch- 
squarc samples from the formed paper 
or paperboard product to be tested. 

<b) Carefully stack the eight 2 ^-inch- 
square samples and the five 2 -inch - 
square aluminum screens in sandwich 
form such that the food-contact side oi 
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each sample is always next to an alumi¬ 
num screen, as follows: Screen, sample, 
sample, screen, sample, sample, screen, 
etc. Clip the sandwich together care¬ 
fully with a No. 2 paper clip, leaving just 
enough space at the top to slip a wire 
through. 

(c> Place an 800-milliliter beaker con¬ 
taining 100-milliliters of the appropriate 
food-simulating solvent into the con¬ 
stant temperature bath, cover with a 
watch glass and condition at the desired 
temperature. 

id) After conditioning, carefully lower 
the sample sandwich with tongs into the 
beaker. 

<e) At the end of the extraction pe¬ 
riod. using the tongs, carefully lift out 
the sample sandwich and hang it over 
the beaker with the wire. 

</) After draining, pour the food- 
simulating solvent solution into a tared 
250-milliliter beaker. Rinse the 800- 
mUliiiter beaker three times, using a total 
of not more than 50 milliliters of the 
required solvent. 

ip) Determine total nonvolatile ex¬ 
tractives in accordance with paragraph 
<dX5> of this section. 

14) Selection of samples. Quadrupli¬ 
cate samples should be tested, using for 
each replicate sample the number of 
cups, containers, or preformed or con¬ 
verted products nearest to an area of 100 
square inches. 

15) Determination of amount of ex¬ 
tractives —(1) Total residues. At the end 
of the exposure period, remove the test 
container or test cell from the oven and 
combine the solvent for each replicate In 
a clean Pyrex (or equivalent) flask or 
beaker being sure to rinse the test con¬ 
tainer or cell with a small quantity of 
clean solvent. Evaporate the food- 
F.tmulating solvents to about 100 milli¬ 
liters in the flask or beaker, and transfer 
to a clean, tared evaporating dish (plati¬ 
num or Pyrex). washing the flask three 
times with small portions of solvent used 
in the extraction procedure, and evapo¬ 
rate to a few milliliters on a nonsparking, 
low-temperature hotplate. The last few 
milliliters should be evaporated In an 
oven maintained at a temperature of 
aproxtmately 221* F Cool the evapo¬ 
rating dish in a desiccator for 30 minutes 
and weigh the residue to the nearest 0.1 
milligram, (e). Calculate the extractives 
in milligrams per square Inch of the con¬ 
tainer or sheeted paper or paperboard 
surface. 

(a) Water and 8- and 50-percent 
alcohol. Milligrams extractives per 

square tnch= — 
s 

(b> Heptane. Milligrams extractives 
per square 

Wher»: 

e— Milligrams extractives per sample 
Utttd. 

t = Surface area tested, In square Inches. 

F = F\ve, the ratio of the amount of 
extractives removed by heptane 
under exaggerated time-tempera¬ 
ture test conditions compared to 
the amount extracted by a fat or oil 
under exaggerated conditions of 
thermal sterilization and use. 


RULES AND REGULATIONS 

e # =Chloroform-soluble extractives resi¬ 
due. 

tt ' = Corrected chloroform-soluble extrac¬ 
tives residue 

e‘ or ee 0 Is substituted for e In the above 
equations when necessary. 

If when calculated by the equations in 
paragraph <d>(5)<l) (a) and <b) of this 
section, the extractives in milligram-, per 
square inch exceed the limitations per- 
scribed in paragraph (c) of this section, 
proceed to paragraph <d>(5MU) of this 
section (method for determining the 
amount of chloroform-soluble extrac¬ 
tives residues). 

(ii) Chloroform -soluble extractives 
residue. Add 50 milliliters of chloroform 
(freshly distilled reagent grade or a 
grade having an established consistently 
low blank) to the dried and weighed res¬ 
idue. (e). in the evaporating dish ob¬ 
tained in paragraph <d><5Hi> of this 
section. Warm carefully, and filter 
through Whatman No 41 filter paper *or 
equivalent) in a Pyrex (or equivalent) 
funnel, collecting the filtrate In a clean, 
tared evaporating dish (platinum or Py¬ 
rex). Repeat the chloroform extraction, 
washing the filter paper with this second 
portion of chloroform. Add this filtrate 
to the original filtrate and evaporate the 
total down to a few milliliters on a low- 
temperature hotplate. The last few mil¬ 
liliters should be evaporated In an oven 
maintained at approximately 221* F. 
Cool the evaporating dish In a desiccator 
for 30 minutes and weigh to the nearest 
0.1 milligram to get the chloroform- 
soluble extractives residue <e'). This e" 
is substituted for e in the equations In 
paragraph <d><5)(i> (a) and <b) of this 
section. If the chloroform-soluble extrac¬ 
tives in milligrams per square inch still 
exceeds the limitation prescribed in 
paragraph (c) of this section, proceed to 
paragraph (d)(5) (Hi) of this section 
(method for determining corrected 
chloroform-soluble extractives residue). 

(ill) Corrected chloroform-soluble ex¬ 
tractives residue—(at Correction for 
zinc extractives. Ash the residue in the 
evaporating dish by heating gently over a 
Meker-type burner to destroy organic 
matter and hold at red heat for about 1 
minute. Cool in the air for 3 minutes, 
and place the evaporating dish in the 
desiccator for 30 minutes and weigh to 
the nearest 0.1 milligram. Analyze this 
ash for zinc by standard Association of 
Official Agricultural Chemists methods or 
equivalent. Calculate the zinc in the 
ash as zinc oleate. and subtract from the 
weight of chloroform-soluble extractives 
residue ( e ') to obtain the zinc-corrected 
chloroform-soluble extractives residue 
(e£). This c4 Is substituted for e in the 
equations in paragraph <d>(5Hl) (a) 
and (5) of this section. 

(b> Correction for wax . petrolatum, 
and mineral oil — (J) Apparatus. Stand¬ 
ard 10 millimeter inside diameter x 60 
centimeter chromatographic column (or 
standard 50-milliliter buret with an in¬ 
side diameter of 10-11 millimeters) with 
a stopcock of glass, perfluorocarbon 
resin, or equivalent material. The column 
(or buret) may be optionally equipped 
with an integral coarse, fritted glass disc 
and the lop of the column (or buret ) may 
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be optionally fitted with a 100-millimeter 
solvent reservoir. 

(2i Preparation of column. Place a 
snug pledget of fine glass wool in the 
bottom of the column (or buret) If the 
column (or buret) is not equipped with 
Integral coarse, fritted glass disc. Over¬ 
lay the glass wool pledget (or fritted 
glass disc) with a 15-20 millimeter deep 
layer of fine sand. Measure in a grad¬ 
uated cylinder 15 milliliters of chromato¬ 
graphic grade aluminum oxide <80-200 
mesh) that has been tightly settled by 
tapping the cylinder Transfer the 
aluminum oxide to the chromatographic 
tube, tapping the tube during and after 
the transfer so as to tightly settle the 
aluminum oxide. Overlay the layer of 
aluminum oxide with a 1.0-1.5 centimeter 
deep layer of anhydrous sodium sulfate 
and on top of this place an 8-10 milli¬ 
meter thick plug of fine glass wool. Next 
carefully add about 25 milliliters of hep¬ 
tane to the column with stopcock open, 
and allow the heptane to pass through 
the column until the top level of the 
liquid just passes into the top glass wool 
plug in the column, and close stopcock. 

(3) Chromatographing of sample ex¬ 
tract—(it For chloroform residues 

weighing 0.5 gram or less. To the dried 
and weighed chloroform-soluble extract 
residue in the evaporating dish, obtained 
in paragraph (d)(5)(H) of this section, 
add 20 milliliters of heptane and stir. If 
necessary, heat carefully to dissolve the 
residue. Additional heptane not to ex¬ 
ceed a total volume of 50 milliliters may 
be used if necessary to complete dissolv¬ 
ing. Cool to room temperature. (If so¬ 
lution becomes cloudy, use the procedure 
in paragraph (d) (5)(lii) (bHJHtt) of 
this section to obtain and aliquot of hep¬ 
tane solution calcuated to contain 0.1-0.5 
gram of chloroform-soluble extract resi¬ 
due.) Transfer the clear liquid solution 
to the column (or buret). Rinse the dish 
with 10 millimeters of additional heptane 
and add to column. Allow the liquid to 
pass through the column Into a clean, 
tared evaporating dish< platinum or Py¬ 
rex) at a dropwise rate of about 2 milli¬ 
liters per minute until the liquid sur¬ 
face reaches the top glass wool plug: then 
close the stopcock temporarily. Rinse the 
Pyrex flask which contained the filtrate 
with an additional 10-15 milliliters of 
heptane and add to the column. Wash 
(elute) the column with more heptane 
collecting about 100 milliliters of total 
eluate Including that already collected 
In the evaporating dish. Evaporate the 
combined eluate in the evaporating dish 
to dryness on a steam bath. Dry the resi¬ 
due for 15 minutes in an oven maintained 
at a temperature of approximately 221* 
F. Cool the evaporating dish in a dlscca- 
tor for 30 minutes and weigh the residue 
to the nearest 0.1 milligram. Subtract the 
weight of the residue from the weight of 
chloroform-soluble extractives residue 
(e*i to obtain the wax-, petrolatum-, and 
mineral oil-corrected chloroform-soluble 
extractives residue (ee'>. This ee* is 
substituted for e in the equations in 
paragraph <d)fS)(i> <a> and (b> of this 
section. 

(H) For chloroform residues weigh¬ 
ing more than 0.5 gram. Redlssolve the 
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RULES AND REGULATIONS 


dried and weighed chloroform-soluble 
extract residue ns described in paragraph 
«d> <5> <M> <b) <3Mi) of this section using 
proportionately larger quantities of hep¬ 
tane. Transfer the heptane solution to 
an appropriate-sized volumetric flask 
a 250-milliliter flask for about 2.5 
grams of residue* and adjust to volume 
with additional heptane Pipette out an 
aliquot < about 50 milliliters > calculated 
to contain 0.1-0.5 gram of the chloro¬ 
form-soluble extract residue and analyze 
chromatographically as described In par¬ 
agraph <d> <5MiUMb) <3) <f> of this sec¬ 
tion. In this case the weight of the dried 
residue from the heptane eluate must be 
multiplied by the dilution factor to ob¬ 
tain the weight of wax. petrolatum, and 
mineral oil residue to be subtracted from 
the weight of chloroform-soluble extrac¬ 
tives residue <e') to obtain the wax-, 
petrolatum-, and mineral oil-corrected 
chloroform-soluble extractives residue 
This ce* is substituted for e in the 
equations in paragraph fdM5> ti> <a> and 
<b> of this section. <Note: In the case of 
chloroform-soluble extracts which con¬ 
tain high melting waxes < melting point 
greater than 170* F>. it may be necessary 
to dilute the hepUine solution further so 
that a 50-miUlliter aliquot will contain 
only 0.1-0.2 gram of the chloroform- 
soluble extract residue.) 

<c> Acrylonitrile copolymers identified 
in this section shall comply with the 


provisions of $ 180.22 of this chapter, ex¬ 
cept where the copolymers are restricted 
to use in contact with food only of the 
type Identified in paragraph (c>, table 1 
under category Vin. 

§ 176.180 Component* «*f p;»pcr anil 
paprrboard in contact with dry food. 

The substances listed in this section 
may be safely used as components of the 
uncoated or coated food-contact surface 
of paper and paperboard intended for 
use in producing, manufacturing, pack¬ 
ing. processing, preparing, treating, 
packaging, transporting, or holding dry 
food of the type identified in I 176.170 
<c>, table 1, under type VIII. subject to 
the provisions of this section. 

(a) The substances are used in 
amounts not to exceed that required to 
accomplish their intended physical or 
technical effect, and are so used as to ac¬ 
complish no effect In food other than 
that ordinarily accomplished by pack¬ 
aging. 

<b> The substances permitted to be 
used Include the following: 

(1) Substances that by f’176.170 and 
other applicable regulations in Parts 170 
through 189 of this chapter may be safe¬ 
ly used as components of the uncoated 
or coated food-contact surface of paper 
and paperboard, subject to the pro¬ 
visions of such regulation, 

(2) Substances identified in the fol- 
• lowing list: 


Li* of m tttane/t 

4-U-fM?*lko«r(Ctx-Cn) ethoxy) ethoxyHbylJdisndltim 
eulJoeBcctnat*. 

Aluminum mid rakhoro «01 b of FT> A C dye* on a mb- 
• Irate of alumina. 

Ammonium nitrate .... 

Am via* . .... ... ... 

Ha* turn inelaborate .... 

/V.A , ‘-Brtihydrmyelhyl)laurmmWle ... 

HtxitnchlocoroeUiyl) snlinn# O.A H»f wiry No. 3064701. 

Ham*.. .. 

Horsr m:Jd 

Kf Hutyl alcohol... ... ..— . 

Butylhentyl phthalat# . 

Candehlfa *iu... . 

Carbon tetrachloride... . .... .........._.. 

Cart ra uil, poHroxyvthylated (« mole* ethylene uxidr).... 
< i hvdroie 

.. \ p-lnhKnr ynlfonamtOe... 


A Cycloheiyl p-tnhwne fuUuoamH 
SA-DWerf-fcutyl hydronumonr 

I)k thanolamme. . . 

Piethrlene glycol memobuty) etlier. 

Dlrthylrnr glycol monoMhy) ether. 

Picthylenetrimmlne ... r . 

' -filtaopropanolaiitlde (alk.w fatty arkis 




N,NA 


NdidimrthyfamtrM>>methylJacrylaroldc polymer 
o. ryLam »dr and vt yrene. 

MAT *PtoleuylelhyVnedlamI ne fr\ AT'-dllinoleoyl 

- — - — mill V^nIwivI. \ ltMlN'il 


> 127-60, and mi grid yalw of 10 


with 

_ . IwoleoifWthjyl- 

rtiMliamlne. and .V^leoyl-A'4iiw4eoytohykn*di utiine 
mnturr ixrodueed when Uil oil fatty arid* are mode to 
leart with *thylei»/*iliam(ne tuch that the finished mil* 
turr luma melting point of 3lf-23> # P, m determined 

by ASTM Method D f-- If* 

maximum, 

Dlphetty famine. . 

PiBodium .Voctadreylwilfr/nureinamate 
ferf-Podrryl thioetber of nolyrthylewe glycol 

KrucantWS* (croc ylnmtde) - -- .. 

Ethylene oxide. .. 

Ethylene oxld* adduct of nioiKM2-«thylhfxyl) e-pbea- 
' phale 

Faltv arid (Cfl-Caa) dlMhanofamlde 

FWi oil fatty arid*, hydrogenated. potaMUim salt ... 

Formaldehyde....*■ 

(ilyerryl monoeaiwate. 

Cilyoul.— 


Umttdhn* 

Tot ttvtitpolymertrathin emtibiflcr Mid latex emu Won 
•iabihrer at Wtvtlx nM to exceed 3 permit by weight 
of total Munition Md«d*. "• 

Cokmuit. 


Fcr u*e a* preferrative In coating* and xltlng*. 

For n?e only a* a peewsnratle* in coating*- 
Ft* u*e a* prwrvatUr* In coating* 

Do. 


Polymer feat ion rcoetlon-cofltroi agent. 


Fumigant in ftiting. 
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RULES AND REGULATIONS 


tUt •/ *ub*f<incr* Limitation* 

Hcwniflh y leneteLrmmiuc. ——.— I'olymentation eroaSUnkir* agent lor protein. Including 

twin. Ax neutralising agent with myTlTtorhronilc 
chloride complex and *tearato<hroml« chloride 
complex. 

ntrrkr.r glycol (3‘m*th>1-2,4-pentanftdiol>.. 

Myiirnoblr tyJ alcohol.-...„ 

luopropanobunine hydrochloride.^. 

Nopropyl »*• and parasol (thymol dmved). 

Maleir anhydnde^hUobutylime copolyt'iu r. inuoulan or 
•odium Mdt, 

Mr lanum 1 -formaldehyde modified with Bade polymer. 

Alcohols (ethyl, butyl, ixo butyl. propyl, or isopropyl). 

IXethylenetnamiue. 

Itnlno-btvhpt ylamine. 

Itnlno-his+thylrneimln*. 

ItalPD W i p wjiy to tefc 

Polyaminev made by mseting HhyWnediarain* or 
trlmethylenediamlne with diehlutoethaue or dl- 
rtdoropro paisa. 

SnUanille acid. 

THnathyteoeptnUOloe. 

Trtethylenetelramlne. 

Methyl alcohol....__ 

Methyl Mtm at nwxKv-, dl-, and trtpropylei>e glycol. 

Methyl naphthalene Mil/ouic arlddormaMehyde comlrn- 
tale, sodium salt. 

ModJOed poltmcrvlamlde mulling from an eptrhlocnhy- For u*> only as a dry strength and pigment retention 
dtln addition to a condensate of fucnialdeliyile-dicy- aid agent employed prior to the ahert forming opera- 

andiats:Me dwthylme triamin* and which product i« lion in the manufacture of paprr ami paper board and 

tlwn reacted with polymery lam Ida and urta to produce a used at a level hot to euwl 1 percent by wrigfib of 

ream having a nitrogen content of S t to 6.3 percent and dry fiber*, 

bavin# a minimum viscosity In sr, percent-byweight 
aqueous solution of 2U> cent! polo* at W* C, aa deler- 
mined by LYTaer)#* Bro ok fUl d viscometer wing 6 N*o. 

4 spindle at 00 rp.uu (or equivalent method) 

Morwl)certde citrate.... . 

Myrislo chromic chloride complex... 

Naphthalene sulfonic acld-formaldchydo oondnaalt, 

•odium aalt. 

n££3-~--_- 

d-Mtrostymne.....~.. Basic polymer. 

the poly(oxyethylen*> content averages not leas than 20 

a-( p-NonyIpbrnyl)-OM<ga-hydn>x> poly (oxyethylrne) sol- 
fate, ammonium aalt; the tionyl cruup Is a propylene 
trimer Isomer and the poly (oxyet hybrid content aver- 
ages » or JO molt*. 

OWc acid reacted with .VaikyMCw-Cu) tritnethylmr- 

Petroleum allcyrllc hydrocarbon rwalnt, or the hydro- For use as modifier* at levels up to » wrtglu-percent of 
product thereof, complying with tbe Identity tbe solids content of wax-polymer hNnd coatings. . 

1 In 1176.170(b)(2). 

hocartvon restu (produced by the catalytic 
and fuhtequnit hydrogenation of sty- 
rnt. and tndciie types from dfotlltafog of 
t petroleum stocks). 

\ hydrocarbons, light and odortew... 

a sulfonates. . ... 

“thyI acrylate ultra*r-ro-2 hydroxyprop yl 

Yrt*v?M*) am * AYitm WUh the dr * rr,bpd ‘ n 

Polyamlde^iHrhlorohydrin modified resin* resulting from 
tbr reaction of the initial caiwolartam-ttaconlc arid 
duct with d let h vie net rta mine and then rondenung 
prvpolymer with epirhlorohydtin to form a cationic 
liavln# a nitrogen content of IMS percent and 
‘ p level of 20-23 percent on a dry t»a*ls. 

. hydrogenated: complying with the identity 
l under I ITM7Wb> of this cln»|itcr. 

(rliethyUmlno) ethyl methacrylate] phosphate... 

lane glycol '3fh dtlaurate. . .. 

I lomopoly men and copolymers of the folio wing Basic polymer. 

Acrylic arid and Its methyl, ethyl, butyl* propyl, or 

1 “im. 
rile. 



I flint orate, 
it) I (tarottate. 
it > I nuUeate. 

>i 1,7-4 i»t>ihexyl) maleate. 
Uoetyl fnmarate. 


xyl acrylate, 
artd. 

mrt harry late, 
yttbyl acrylate. 
:yt acrylate. 



anhydride and Its methyl or butyl esters. 
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U*1 •/ 9Mtf *«•»<*» 

Polymers: Homopolymew and copolymers of 
the following monomers—continued 

M*th*cryUc arid end It* methyl. ethyl, butyl, or 
propyl cuter*. 

Ntthyfrtymn** 

MofuH2*tbytheTyl) maUatc. 

Mov.orthyl msPetc. 

.VNr*bcr»*ne-2><tlcarbG*jJlc arid, ttumo-e-butyl 


Umltntion* 


vlb. 

Vinyl butyrate. 

Vinyl chloride. 

Vinyl crotormt*. 

Vinyl hoioa'r. 

Vinyl|iJ«oc chkaldc. 

Vinyl prbnmnMe. 

Vinyl propionate. 

Vinvl pyrrohdone. 

Vinyl 

Vinyl tutfonic arid. _ _ 

Polyoiy ethylene (minimum 12 mok*) r»tcf of tall otl <30CV* 
4(r; roeln add») , 

Pojycivpropvlrnft'polyotyethykneflyrol (minimum mo¬ 
lecular weieht 1,400). 

Poly noyl akolml.~. - -.. 

Pouavtam utanote ftbm produced by eafctuins ttti 
dio*idr. potavmm chloride. and t«!attiuni c*K 
•mth that the ftnkhwl rrysiallme ftbcre hare a i 
diameter of 0M2S micron, a leofth to-Haraeter ratio 
o# appro*!matelv.M or irtraier, aivd eon«l.%t principally 
of KjTI O, and K»ThOo. .... 

Sodium dUsobuty)phei*«oiy diethotyethy I tulfonate. 

Hodlurn dusobuivlphenoty monger hoi y ethvteultooale... 

t a-d<Hlccylpot> etboay iSO ioo**> wl/at*... - - 

_l lscKlotlec>ipVnaiypolyrtboiy (40 moire; nilfote. 

Hum .Vmethyi-A'-oleyl Uiuatc. 

liurn methyl dUconatt. 

Sodium nitrite.—.. 

Sodium poly-acrylate....». 

Sodium Kiy-tndecvirolforucrinate... 

Sodium tykn* nillonate.—.- —. 

Slearato chromic chiartdc compiri !*.’!. 

Styrene-allyl alcohol copolymer*...• ••— 

Styrene rnei harry lie acid copolymer, potassium tab. 

lioiawtum. and ammonium uUu luvltw a polyfoty 

jt utSSSiw^^ 

e«roo-hvdrosypoly(o*>fttli3rirok) Where uooyl group i* 

TttnSto N^fS^S^yethy^.Voctadrcyl roWo- 
enocinaraate. 

Toluene.. ,.......•»»♦-*-»*• »•»•*••.• 

TricthatvotaiUu*..... 

Triethy)fiiet*!raml*ie.. . .... • • 

Trt't by lnKtetramlno mo..caret ate, partially iicaroyl- 
ated. 

Urri* formaldehyde chemically modJftfd *Mh 

Alrobol (methyl. «liiyl. butyl, toobutyl, propyl, or 
w«l»opylJ. 

AmmcmethyHulfonic acid, 
biommobnuu*. 

DiamliMpropuas. 

OirihylrtMtriaminr. 

AW'-Dioleoylethy Icucdiamine. 

Dlpbenylamtne. 

AT.VDwtearoy let by 1< nrdlamtne. 

Ktbylcnediarotne. % 

QtHWtlilS, 

I iDinohivltut > lam toe. 
luuno-bo-ethy ianune. 
linino-hta-propyUmine. 

,V-r )leo> l-A T# -*teiiro> letby If nedlamtne. 
roly amine* made by reoetiria rltiyknedtomln* or 
meibylenedianune uitU didderethane or dl* 
rhhwo propane. 

Telraethylervepantaruine. 

Trlethyknetrtramtoe. 

X>lrt£ utitaiic aeid'forrnaiihb) «le ewidenwiiV. *D*ihim 
salt. 

Zinc iltoiate.. .. 


Pot) mentation -linking agent. 


I'nlynierfration cnea-IJnhlnf agent, 


§ 176.200 I )c foam mg agent* uarrl in 
coating*. 

The defoaming agents described In 
this section may be safely used as com¬ 
ponents of articles intended for use in 
producing, manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing. transporting, or holding food, sub¬ 
ject to the provisions of this section. 

ta> The defoaming agents are pre¬ 
pared as mixtures of substances de¬ 
scribed in paragraph <d> of this section. 

% 


lb i The quantity of any substance 
employed In the formulation of defoam¬ 
ing agents does not exceed the amount 
reasonably required to accomplish the 
intended physical or technical effect in 
the defoaming agents or any limitation 
further provided. 

ic> Any substance employed in the 
production of defoaming agents and 
which is the subject of a regulation in 
Parts 174. 175. 176, 177, 178 and « 179 45 
of this chapter conforms with any speci¬ 
fication in such regulation. 
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(d) Substances employed In the 
formulation of defoaming agents In¬ 
clude: 

<1) Substances generally recognized 
as safe In food. 

(2) Substances subject to prior sanc¬ 


tion or approval for use in defoaming 
agents and used in accordance with such 
sanction or approval. 

<3) Substances identified in this para¬ 
graph (d)(3) and subject to such limi¬ 
tations as are provided: 


fjUt o/ 

9 -Butyl alcohol... 

tenalcohol . 

Butyl . 

Castor ail, suliattd, ammonium, potassium, or sodium 
sail 

Cn y 1 alcohol... 

Cycle bran*.. 

Cyrlohexanol. 

I>iethylene glycol roonolaurat*. 

I>icth> lene glycol mono* carafe. 

Dimers and trtmers of utuaiunucd Cm fatty and* derived 
from: 

Animal and vegetable fats and alls 
Tall oil. 

DlmetbylpoLyhloxane. 

. 

Fat* arid oUt 'ijerivpd' from arnmaC maiiiV,*w vegetable 


Fatty adds derived from animal, marine, oc vegetable fat* 
and oils, and salts of such adds, Uncle oc mixed, aa 
follows: 

Aluminum. 

Ammonium. 

Calcium. 

Magnstfam 

Potassium. 

Sodium. 

Zinc. 

Formaldehyde.. 

O lyoery I mooo-tf-to ydros y st mat r. 

Uliter)I monoetcaratr.... 

Hexane .............«^ ....... • ....... 

KM 

I no prop> I alcohol........... .. .m ......a.. ...... 

Kerosene ...... 

Lecithin hydrotylated .. 

Methyl alcohol. 

Methylcellukose. 

Methyl enters of fatty acids derived from animal, marine, 
or veffcUtfte fats oral oils 

Mothy l oleale..... 

Methyl palmitatr.... 

Mineral oil....... 

Mustard***! oil, suHated. ammonium, potassium. or 
sodium salt. 

Myrtstyl alcohol. 

Naphtha..... 

0*N apht hoi.. ................................. 

Sony I phenol.. 

Odorless light petroleum hydrocarbons. 

Oleic add, mil*ted, ammonium, potassium, or sodium 
salt. 

ParachloruniftamooL..................... ,.. M ......... 

Peanut oil, sulfa ted. ammonium, potaxdum, or sodium 
salt. 

Petrol slum...... 

Pin* oil..._. 

Poly aery Ik* arid, sodium salt.. 


Polyethylene. 


Polyethylene, oxidised... 
Polyethylene rlycol (200) 
Polyethylene glycol (KWh 


_ ) dl lag esla . 

Polyethylene glycol (**») dioleate..... 

Polyethylene glycol <©0) dioleate.... 

Polyehtyleri* glycol <««>) eaten of cocouttt oil fatty adds. 


Polyethylenr glycol <4001 i_ 

Polyethylene rlycol (**» rnonooleate..,.,,^..^^..^.. 

Polyethylene glycol («noi inotiorictooleat*. 

Polyethylene glycol (gOO) roonosteartitr. 

Po4yu\ybutylen*dx>lyoxy|irnpylen*<poiyoxyethyleDe gly¬ 
col Oulu. mol. art j.roin, 

Polyoxyeth) lated (min. 3 n»ob> cetyl alcohol____ 

Polyotyethylated (min. 5 moist oleyl alcohol.. 

Polyu\yethylated (min. I.Sniols^ trideeyl alcohol_.... 

Polyoxyethylene (min- \i moh » ester of rosin.... M 

Polyoxyethylene tmln. S mob» mooootrate.. 

Polyoxyethylene <gl>* stcaratr... 

Polyox> propylated (ndu. iVmols) butyl akohot.. 

Polyoxypropylene flycol (min. mol. wt. 200). 

i*ol yoxy propylene (min. 30 molsl oleati* butyl ether ... 
l'olyoxy(iropylene<po«)oxyeiwyiene glycol (min. mol. wt, 
1.000). 

Polynxypropyirt* (min. gO moLi) stearate butyl ether_ 

“-hum prntMfhtarophenate_______.. 

hum trichlorophetvttte.... 

pykrne glycol manorsieTof soyt>eiui oil (ally acids- 

Propylene glycol monocster of t allow fatty odds- 

Illcrbran oil, sulfated. ammouium. potassium, or sodium 

Koslns and rosin derivatives. 

Silica.. 

Sodium J-mercaptohenro: hiarole. 

bodium peniachhxophenote. 


limitations 


For use only at levels not to exceed 0.1% by weight 
of total coating solids. 


For un as preservative of defoamer only. 


For use as p reser va tive of defoamer only. 
As defined in | ITS 3650 of this chapter. 

For use as preservative of defoamer only. 


As a stabiliser and thickener In defoaming agents con¬ 
taining dliDeihylpolyxtknanr. 


For use as preservative of defoamer only. 
For use as preservative of defoamer only. 


As provided in | iTg aro of this chapter. 

For use as preservative of drfoamer only. 
For use as preservative of defoamer only. 
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Hit •/ • Mb*#«««*«•* 


Hod mm ulctilorophrnat*...... 

Hprrm oil, nutated. ammonium, poiawum, or khIiuio 
n)I. 


StwyUlcobo)...^.—- 
Tall oil fatty octd*. 


Tallow fatty arid*. bydmernaied or tutf*tcd.... 

Tallow, *1111*104. mmiicnmtn, potassium, or *©dium nut. 
TrtitiMMto toffi l in. —.—.*-*.. • 

TrU^oprotxuwiamlo*-- 

Wui«, petroleum ....- 


1.imitation* 

For us* m preservative of deloamer only. 


te) The defoamlng agent* are used as 
follows: 

(1) The quantity of defoaming agent 
or agents used shall not exceed the 
amount reasonably required to accom¬ 
plish the intended effect, which Is to pre¬ 
vent or control the formation of foam. 

<2i The defoaming agents are used In 
the preparation and application of coat¬ 
ings for paper and paperboard. 

g 176.210 DrfoavnSng agent* ti*ed in 
the manufacture of puprr anil paper* 
board. 

Defoaming agents may be safely used 
in the manufacture of paper and paper- 
board intended for use in packaging, 
transporting, or holding food in accord¬ 
ance with the following prescribed con¬ 
ditions: 

fa) The defoaming agents are pre¬ 
pared from one or more of the substances 
named in paragraph <d> of this section, 
subject to any prescribed limitations. 

(b) The defoamtng agents are used to 
prevent or control the formation of foam 
during the manufacture of paper and 
paperboard prior to and during the 
sheet-forming process. 

<c> The quantity of. defoaming agent 
or agents added during the manufac¬ 
turing process shall not exceed the 
amount necessary to accomplish the in¬ 
tended technical effect. 

fd) Substances permitted to be used in 
the formulation of defoaming agents in¬ 
clude substances subject to prior sanc¬ 
tions or approval for such use and em¬ 
ployed subject to the conditions of such 
sanctions or approvals, substances gen¬ 
erally recognized as safe for use in food, 
substances generally recognized as safe 
for use in paper and paperboard, ar.d 
substances listed in this paragraph, sub¬ 
ject to the limitations, if any. prescribed. 

(1) Patty triglycerides, and the fatty 
acids, alcohols, and dimers derived 
therefrom: 

Beef tallow. 

Castor oil. 

Coconut oil. 

Corn oil. 

Cottonseed oil. 

Fish oil. 

Lard oil. 

Linseed oil. 


Mustardseed oil. 
Palm oil 
Peanut oil. 
Rapct-ecd oil. 
Rlcebran oil. 
Soybean oil. 
Sperm oil. 

Tall oil. 


f2> Fatty triglycerides, and marine 
oils, and the fatty acids and alcohols 
derived therefrom t paragraph (d)(1) of 
this section) reacted with one or more of 
the following, with or without dehydra¬ 
tion, to form chemicals of the category 
indicated in parentheses: 


Aluminum hydroxide (soaps). 
Ammonia (amides). 

Butanol (ester*). 


Butoxy-polyoxypropylcne, molecular weight 
1,000-2,600 (esters). 

Butyleneglycol (eaters). 

Calcium hydroxide (soaps). 

Diethanolamine (amides). 

Diethyleneglycol (extern). 

Ethyleneglycol (esters). 

Ethylene oxide (eaters and ethers). 

Glycerin (mono- and dl^lycerldea). 

Hydrogen (hydrogenated compounds). 

Hydrogen (Amines). 

Isobutanol (esters). 

Isopropanol (eaters). 

Magnesium hydroxide (soaps). 

Methanol (esters). 

Morpholine (soaps). 

Oxygen (air-blown oils). 

Pen tarry thrltol (esters). 

Polyoxyethylene, molecular weights 200. 300, 
400. 600. TOO, 1.000. 1,540, 1,680, 1.760, 4.600 
iesters). 

Polyoxypropylene, molecular weight 200- 
2JO 00 (esters), 

PotaaMum hydroxide (soaps). 

Propanol (esters). 

Propylene glycol testers). 

Propylene oxide (eaters). 

Sodium hydroxide (aoapa). 

Sorbitol (esters). 

Sulfuric add (sulfated And autfonated com¬ 
pounds). 

Triethanolamine (amides and soaps). 

Trilaopropanolamlne (amides and soaps). 

TMmethylolethane (esters). 

Zinc hydroxide (soaps). 

(3) Miscellaneous: 

Alcohol* and ketone alcohols mixture (Still- 
bottom product from C*r-C* alcohol manu¬ 
facturing process). 

Amyl alcohol 

Butoxy polyethylene polypropylene glycol 
molecular weight 900 4.200 

Butoxy-polyoxypropytene molecular weight 
1.000-2,600. 

Butylaied hydroxyanisole. 

Butyl.tied hydroxvtoluene. 

Calcium lignin sulfonate. 

Capryl alcohol. 

p-Chlorometacresot. 

Cyclchexanol. 

Daacetyltartaric acid ester of tallow mono¬ 
glyceride. 

Diethanolamine. 

Dlcthylene trtamlne 

Dl- 1 2-ethyl hexyl) phthalate 

2.6-Dlmethyl heptane;-4 (nonyl alcohol). 

Dlmethylpolynlloxane. 

Di-frrf-butyl hydroqulnone. 

Dodccylbenr.cno eulfonlc acids. 

Ethanol. 

2-Ethylhexanol. 

fithylened lamina tctraacetlc acid tetra- 
sodium salt. 

Formaldehyde 

Heavy exo-fraction (a still-bottom product 
of lso-octyl alcohol manufacture, of ap¬ 
proximate composition: Octyl alcohol 6 
percent nonyl alcohol 10 percent, decyl and 
higher alcohols 35 percent, ester* 45 per¬ 
cent, and soaps 5 percent). 

2 - H«ptadecenyi-4-methyl-4-hydroxymethyl- 
2-oxaxollne. 

Hexylene glycol (2-methyl-2-4-pentanedlol). 

12-Hydroxystearic acid. 


IsobutonoL 

Isopropanol. 

Isopropylamine salt of dodecylbenzene suf- 
fonlc acid. 

Kcrsoslnc. 

Lanolin. 

Methanol. 

Methyl 12-hydroxystearate. 

Methyl taurlne-olelc acid condensate, molec¬ 
ular weight 486. 

o.a* • |Mcthylenebl*l4 - (1.1,3.3-tetramcthyl- 
butyl) - o - phenylenel | Wslornega - hy- 
droxypoly (oxyethylene) 1 having 6-7.6 
moles of ethylene oxide per hydroxyl group. 
Mineral oil. 

Mono-, dl-. and trilaopropanolamlne. 

Mono- and dllsopropanolamlne stearate. 
Monobutyl ether of ethylene glycol. 
Monoethatiolamlne. 

Morpholine. 

Mvrlvtyl alcohol 
Naphtha. 

6-Naphthol. 

Nonylphenol. 

Odorless light petroleum hydrocarbons. 

Oleyl alcohol. 

Petrolatum. 

o-Phenylphenol. 

Pine oil. 

Polybutene, hydrogenated; complying with 
the identity prescribed under f 178.3740(b) 
of thi* chapter 
Polyethylene. 

Polyethylene, oxidized (air-blown). 

Polymer derived from N-vlnyl pyiTotldone 
combined during its polymerization with 
copolymers derived from the mixed alkyl 
(C.-Cu. C„, C .. C.. and C n ) methacry¬ 
late esters and butyl methacrylate; the 
combined polymer contains no more than 
5 weight percent of polymer units derived 
from N-vinyl pyrrolidone and Is present 
at a level not to exceed 7 parts per million 
by weight of the finished dry paper and 
paperboard fibers. 

Polyoxyethylene (4 mole) decyl phosphate 
Polyoxyethylene (4 mola) di(2-ethyl 
hexanoate). 

Polyoxyethylene (15 mola) ester of roaln 
Polyoxyethylene (3-16 mols) trldecyl al¬ 
cohol. 

Polyoxypropylene, molecular weight 200- 
2.000, 

Polyoxypropylene-polyoxethylcne condensate. 

minimum molecular weight 950 
Polyoxypropylene-ethylene oxide condensate 
of ethylene diamine, molecular weight 
1.700-3.800 

Polyvinyl pyrrolidone, molecular weight 
40,000. 

Potassium dmearyl phosphate. 

Pota&Mum peutachlorophenate. 

Potassium trlchlorophenate. 

Roams and rosin derivatives identified in 
I 176.105(C)(5) of this chapter. 

Silica. 

Sodium alkyl (C,-C*) benzene-sulfonate. 
Sodium dioctyl aulfosucclnAtc. 

Sodium dl'tearyl phosphate. 

Sodium laury] sulfate. 

Sodium lignin sulfonate. 

Sodium 2-mercaptobenzothlazole. 

Sodium naphlhalenestiUonlc acid (3 mois) 
condensed with formaldehyde (2 mols). 
Sodium orthophenylphenate. 

Sodium peutachlorophenate. 

Sodium petroleum sulfonate, molecular 
weight 440-460. 

Sodium trlchlorophcnate. 

Stearyl alcohol. 

a- f p- (1,1,3,3-Tci rame i h vlbutyl) phenyl-, p- 
nouylphenyl- or p-dodecylphenylj-omega - 
hydroxypoly(oxyethylcne) produced by the 
condensation of 1 mole of p-alkylphencl 
(alkyl group U 1,1,3,3-tctrametbylbutyl. a 
propylene trlmer Lvimer, or a propylene 
tetmmer Isomer) with an average of 1.6—15 
moles of ethylene oxide. 
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Tetrnhydrofurfuryl alcohol. 

Tribuioxyethyl phoephat*. 

Ttlbutyl phoephate. 

Trldecyt alcohol. 

Triethanolamine. 

Trlethylene glycol dll 2-ethyl hexanoate). 

Trl- (2-cthylhexyl) phosphate. 

Trletearyl phosphate. 

Wax. petroleum. Type I and Type II. 

Wax. petroleum (oxidised). 

W'xx (montan), 

§ 176.230 3,5-Dimciln I-I,3,3,2//-trim* 
li?<lrolhtni!iurinr-2>t)iiunr. 

3.5 - Dimethyl - l ,3.5.2// - tetrahydro- 
thladiazine-2-thione may safely be used 
as a preservative In the manufacture and 
coating of paper and paperboard intend¬ 
ed for use in contact with food in ac¬ 
cordance with the following prescribed 
conditions: 

(a» It is used as follows: 

(1) In the manufacture of paper and 
paperboard as a preservative for sub¬ 
stances added to the pulp suspension 
prior to the sheet-forming operation 
provided that the preservative Is vola¬ 
tilized by heat in the drying and finish¬ 
ing of the paper and paperboard. 

(2) As a preservative for coatings for 
paper and paperboard. Provided, That 
the preservative is volatilized by heat in 
the doing and finishing of the coated 
paper or paperboard. 

<b> The quantity used shall not ex¬ 
ceed the least amount reasonably re¬ 
quired to accomplish the intended tech¬ 
nical effect and shall not be Intended to 
nor. In fact, accomplish any physical or 
technical effect in the food itself. 

<c> The use of a preservative in any 
substance or article subject to any regu¬ 
lation In Parts 174. 175. 176. 177. 178 and 
f 179.45 of this chapter must comply with 
any specifications and limitations pre¬ 
scribed by such regulation for the sub¬ 
stance or article. 

§ 176.250 IN>ly-1,1,7.10,1 3-pcnlua/a-l 3* 
In droxyhrxadrranr. 

Poly - 1,4.7.10,13 - pentaaza - 15 - hy¬ 
droxy hexadecane may U» safely used as a 
retention aid employed prior to the 
sheet-forming operation in the manu¬ 
facture of paper and paperboard in¬ 
tended for use in contact with food In 
an amount not to exceed that necessary 
to accomplish the intended physical or 
technical effect and not to exceed 6 
pounds per ton of finished paper or 
paperboard. 

§ 176.260 Pulp from rrcluirtirtl fiber. 

«a» Pulp from reclaimed fiber may be 
safely used as a component of articles 
used in producing, manufacturing, pack¬ 
ing. processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of paragraph 
<b) of thLs section. 

<b> Pulp from reclaimed fiber Is pre¬ 
pared from the paper and paperboard 
products described in paragraph (b)(1) 
and (2) of this section, by rcpulping with 
water to recover the fiber with the least 
possible amount of nonfibrous sub¬ 
stances. 

<1> Industrial waste from the manu¬ 
facture of paper and paperboard prod¬ 
ucts excluding that which bears or con¬ 


tains any poisonous or deleterious sub¬ 
stance which Is retained in the recovered 
pulp and that migrates to the food, ex¬ 
cept as provided in regulations promul¬ 
gated under sections 406 and 409 of the 
Federal Food. Drug, and Cosmetic Act. 

<2* Salvage from used paper and pa¬ 
perboard excluding that which (1) bears 
or contains any poisonous or deleterious 
substance which is retained In the re¬ 
covered pulp and that migrates to the 
food, except as provided in regulations 
promulgated under sections 406 and 409 
of the act or < i!) has been used for ship¬ 
ping or handling any such substance. 

§ 176.300 Slivniridra. 

(a) SUmicldes may be safely used In 
the manufacture of paper and paper- 
board that contact food, in accordance 
with the following prescribed conditions: 

(D Slimlcldes are used as antimlcro- 


" <d) Adjuvant substances permitted to 
be used in the preparation of slimlcldes 
Include substances generally recognized 
os safe for use in food, substances gen¬ 
erally recognized os safe for use in paper 
and paperboard, substances permitted to 
be used In paper and paperboard by 
other regulations in this chapter, and 
the following: 

Acetone. 

Butlylcue oxide. 

Dibutyl phthalate. 

Didccyl phthalate. 

N.N-Dlmethyirormamlde. 

Dodecyl phthalate. 

Ethanolamtne. 

Ethylene glyool. 

Ethylenedlamlne. 
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blal agents to control slime in the manu¬ 
facture of paper and paperboard. 

(2) Subject to any prescribed limita¬ 
tions. slimicides are prepared from one 
or more of the slime-control substances 
named in paragraph (c) of this section 
to which may be added optional adjuvant 
substances as provided for under para¬ 
graph (d> of this section. 

(3) Slimicides are added to the proc¬ 
ess water used in the production of paper 
or paperboard, and the quantity added 
shall not exceed the amount necessary 
to accomplish the intended twhnlcal 
effect. 

(b) To Insure safe usage, the label 
or labeling of slimlcldes shall bear ade¬ 
quate directions for use. 

<c> 81‘me-control substances permit¬ 
ted for use in the preparation of slimi¬ 
cides Include substances subject to prior 
sanction or approval for such use and 
the following: 


a.o* - |Methylenebl4j4 - (1.I.3.3 - tetramethyl- 
butyl)-o-phenylcnej 1 bfs|omc$m-hydroxy- 
poly (axyethylene) | having 6-7.5 moles of 
ethylene oxide per hydroxyl group. 
Monomethyl ethera of mono*, dl-. and trl- 
propylcne glycol. 

Nonylphenoi reaction product with 9 to 12 
molecules of ethylene oxide. 

Octylphenol reaction product with 25 mole¬ 
cules of propylene oxide and 40 molecules 
of ethylene oxide. 

8 176.320 Sodium nilratc-itrra complex. 

Sodium nitrato^urca complex may be 
safely used as a component of articles 
intended for use in producing, manufac¬ 
turing, packing, processing, preparing, 
treating, packaging, transporting, or 


IMt of tubtianett 

AcrolHn. ...... 

Alkenyl (Otr-O,*) dlmethylothrl-emmonlam bromide.!! 
S'AlkyKCtr-Cn) dimethyl benzyl emmouiura chloride.. 
1.2-bcmi«rthlruollu4-<K>«.. 

A>RU<broa>oac«t 0 xymethv 1 ) mdloinn* .. 

a*»Hl9(dlmetbviam(rwmftthyl) cyclohexanone. 

I. 2'HW monobromoecetoiy) nhuum ICA Reg. No. 

St-ol. 

BUUnchleromethyPaulfone ......... 

4- Bromoecetoxvmcthyl-e»-dloxniane. ... 

5- Bromod'-hydroiyscetopbenone. 

fl-Bromo-Afiitroetyrene.. _ 

rhlorortbyl* nobUthJocvanate... 

('bkulnaled lerulinle arid*..... 

Chlaromrihyl boten*thloJ»ulfoaale.. 

Cupric ultrale....... . 

••ut*Jkyl(<%r^i>benivlmethvlainmontam chloride....! 

2,2.f>lbrwno^.nHrtlot*ton-nTnldf.. 

2, J>Dlbromtn4roiknnaUlfhy de.. .. 

J. .VDimethyl l.S.5.i//!<)tmIiv(lrothlcidlwine^ihlon»...„ 
l>lpotn«inm end tlr*»hum ethylenrbtitdJthtocarbarnite). 

DUxilum iyatiodlthK^mi»lorart»onate.... . 

iMIvrimxy propyl roethuvethlol sulfonate. 

J-VJrrcaptobentothiaeol*. .... 

Methylrn*bUhntMifthk>lsuUona!»... 

BfethylenobU*blocy*nat*..... 

2-Nltrobutyl bromooceut* |CA Ref. No. _ 

N-l-r** NltroeihylibemvH elhyltnedisralue.. 

Potouium ^mercaptob+ntothi azole.. . ... 

Pnia®«l u m .V*b y dro t y me * b vl *.V* met h y tdithlocer hamate. 

PotAA.'l u m A f -melh v I dl t liiootrftam ate... 

Polonium penuchloropbenot#....... 

Potassium Irlcblaroph n n ate.. 

Silver fluoride.... 


Umiiitioni 


-..— Al * I«v4l of 0 W pound per too of dry weight fiber. 


A * level of 0,10 pound per ton of dry freight 


At • maximum level of I pound per ion of dry weight 
fiber. 


Silver nitrate....... 

Sodium dlmethyMithtorarbamati’...... 

Sodium 2• mrrvuptnbfnrnthl;uol*... 

Sodium pt’ritochKftoptvmete... 

Sodium tnrhlorophenat#...._ 

l.*.M-Tetroazatnryclo(4.2.1,l*,q dodecane. 

U.M-TetrechlorotetrA bydrolhioptwne l.l-dloilde . 

2-<ThlocyiukOfnethyllli1o) benzotblaxole.. 

Vinylen* bdsthiocysnaic... 


At a maximum level of 0.1 lb,'‘ton of dry weight fiber 


A fibS lU,raUm Iwwwlof 0.15 pound per ton of dry wrigbt 


Limit of addition to process water not to exceed 0 «l 
pound, calculated *« silver fluoride, p^r ton of paj^-r 
produced. 
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holding food, subject to the provisions 
of this section. 

<a> Sodium nitrate-urea complex is a 
ciathrate of approximately two parts 
urea and one part sodium nitrate. 

<b> Sodium nitrate-urea complex 
conforming to the limitations prescribed 
in paragraph (b)(1) of this section is 
used as provided in paragraph <b) <2) of 
this section. 

(1) Limitations. (I) It is used as a 
plasticizer in glasstne and greaseproof 
paper. 

(11 > The amount used does not exceed 
that required to accomplish its intended 
technical effect or exceed 15 percent by 
weight of the Unshed paper. 

(2) Conditions of use. The glasslne 
and greaseproof papers are used for 
packaging dry food or as the food-con¬ 
tact surface for dry food. 

§ 176.350 Tamarind wrd Krmrl pow¬ 
der. 

Tamarind seed kernel powder may be 
safely used as a component of articles 
intended for use in producing, manufac¬ 
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section. 

fa) Tamarind seed kernel powder is 
the ground kernel of tamarind seed 
iTamariJidus indtea L.) after removal 
of the seed coat. 

tb> It is used in the manufacture of 
paper and paperboard. 


PART 177—INDIRECT FOOD 
ADDITIVES: POLYMERS 

Subearl A—|Re*«rv«dJ 

Sub part S— SubtUnCH for Uw a« Bstic Com¬ 
ponents of Singlo and Repeated Uw Food Con* 
tact Surface* 

Bee. 

177 1010 Acrylic and modified acrylic plaa- 
lies. semirigid and rigid. 

17T1020 Acrylonitrile/ butadiene / atyrene 
copolymer. 

177.1030 Acrylonitrile,butadiene / styrene/ 
methyl methacrylate copolymer. 

177 1 (HO Acrylonitrile 'styrene copolymer. 

177.1050 Acrylonltiiie/styrene copolymer 
modified with butadiene 'styrene 
tlaatocner. 

177.1200 Cellophane. 

177.1210 CUxmrea with sealing gaaketa for 
food containers. 

177.1240 1,4-Cyclobexylene dtmothvlene 
terephthalate and 1,4-cyciohexy- 
Icne dimethylene laophthalate 
copolymer 

177 1310 Ethylene-acrylic acid copolymers. 

177.1320 Ethylene-ethyl acrylate copoly¬ 
mer*. 

177.1330 Ethylene-methacryllr acid copoly¬ 
mer*. ethylene-methacrylle acld- 
vinyl acetate copolymers, and 
their partial aalta. 

177.1340 Ethylene-methyl acrylate copoly¬ 
mer realns. 

177 1350 Ethylene-vinyl acetate copolymers. 

177.1360 Ethylene-vinyl acetate-vinyl alco¬ 
hol copolvmem. 

177.1380 Fluorocarbon resins. 

177.1400 Uydroxyethyl cellulose film, water- 
insoluble. 

177 1420 Tsobutvlene polymers. 

177 1430 Isobutylene-butene copolymers 

177.1440 4.4 , -IsoproDvltdened!ohenol - epl- 
chlorohvdrln resins minimum 
molecular weight 10,000. 


Bee. 

177.1460 Melamine-formaldehyde reMna in 

. molded articles. 

177.1480 Nitrile rubber modified acryloni¬ 
trile-methyl acrylate copolymers. 

177.1500 Nylon resins. 

177.1620 Olefin polymers. 

177.1550 Perfluorocarbon resins. 

177.1570 Poly-1-butene resins and butenes 
ethylene copolymers. 

177.1580 Polycarbonate resins. 

177.1590 Polyester elastomers. 

177.1600 Polyethylene resins. carboxyl 
modified 

177.1610 Polyethylene, chlorinated. 

177 1620 Polyethylene, oxidixcd 

177.1630 Polyethylene phihalate polymers. 

177.1040 Polyotyrene and rubber*modified 
polystyrene. 

177.1660 Polysulfide polymer-polyepoxy 
resins. 

177.1660 Poly (tetramethy lent terephtha¬ 
late). 

177 1670 Polyvinyl alcohol film. 

177 1680 Polyurethane resins. 

177.1810 Styrene block polymen 

177.1820 Styrene-maleic anhydride copoly¬ 
mers. 

177.1830 8tyrene-methyl methacrylate co¬ 
polymers. 

177 1850 Textryls. 

177.1900 Urea-formaldehyde resins in 
molded articles 

177.1950 Vinyl chloride-ethylene copoly¬ 
mers. 

177.1960 Vinyl chloride-hexene-1 copoly¬ 
mers. 

177.1970 Vinyl chloride-iauryl vinyl ether 
copolymers. 

177.1980 Vinyl chloride-propylene copoly¬ 
mers. 


Subpart C—Sub*tances for Use Only ss Compo¬ 
nents of Article* Intended for Repeated U*e 

1772210 Ethylene polymer, chloroaulfo- 
nated. 

177.2250 Filters, mlcroporous polymeric. 
177.2260 Filters, resin-bonded 
177.2280 4.4 # -IaopropyUdenedlphenol - epl- 
chlorohy drtn thermosetting 

epoxy resin* 

177.2410 Phenolic resin* In molded articles. 
177 2420 Polyester resins, cross-linked. 

177 2430 Polyether resin*, chlorinated. 
1772450 Polyamide-linlde resins. 

1772460 Poly (2.6 - dtmcthyl-1.4-phenylene) 
oxide resins. 

177 2470 Polyoxymethylene copolymer. 

477 2480 Polyoxymethylene homopolymer. 
1772400 Polyphenylene sulfide resins. 

177 2500 Polysulfone resins. 

177.2510 PolyvinyHdeno fluoride re*Ins. 

177 2600 Rubber articles Intended for re¬ 
peated use. 

177 2710 Styrene -d i v l ny lbenrene resins, 

cross-linked. 

177 2800 Textile* and textile fibers. 

177 2910 Ultra-filtration membranes, 

AtmtosiTY: 8eca. 409, 701, 52 8tat 1055- 
1056 a* amended. 72 Stat 1785-1788 as 
amended (21 U-S.C. 348, 371), unless other¬ 
wise noted. 

Subpart A—[Reserved] 

Subpart B—Substances for Use as Basic 
Components of Single and Repeated Use 
Food Contact Surfaces 

§ 177.10)0 Acrylic anti modified acrylic 
p)a*lic*, »rniirSgid and rigid. 

Semirigid and rigid acrylic and modi¬ 
fied acrylic plastics may be safely used 
as articles intended for use in contact 
with food, in accordance with the follow¬ 
ing prescribed conditions: 

<a) The optional substances used in 
the formulation of the semirigid and 
rigid acrylic and modified acrylic plastics 


include substances generally recognized 
as safe in food, substance used in accord¬ 
ance with a prior sanction or approval, 
substances permitted for use in such 
plastics by regulations in Parts 170 
through 189 of this chapter, and sub¬ 
stances identified in this paragraph. At 
least 50 weight-percent of the polymer 
content of the finished plastics shall 
consist of polvmer units derived from 
one or more of the acrylic or methacryhc 
monomers listed in paragraph <&H1> of 
this section, 

< 1» Homopolymers and copolymers of 
the following monomers: 

n-Butyl acrylate. 
n-Butyl methacrylate. 

Ethyl acrylate. 

2-Ethylhexyl acrylate. 

Ethyl methacrylate. 

Methyl acrylate. 

Methyl methacrylate. 

«2) Copolymers produced by copoly- 
meriting one or more of the monomers 
listed in paragraph <a)<l> of this sec¬ 
tion with one or more of the following 
monomers: 

Acrylonitrile. 

Methacrylonltrlle. 

a-Mcthyintyrene 

Styrene, 

Vinyl chloride. 

Vtnylldene chloride. 

(3) Polymers identified in paragraph 
(a) (1) and (2) of this section contain¬ 
ing no more than 5 weight-percent of 
total polymer units derived by copoly¬ 
merization with one or more of the 
monomers listed in paragraph (a)<3)(l) 
and Ui) of this section. Monomers listed 
in paragraph <a)OMii> of this section 
are limited to use only in plastic articles 
intended for repeated use in contact 
with food. 

(I) List of minor monomers: 

Acrylamide. 

Acrylic acid. 

1.3- Butylene glycol dlmethacrylate. 

1.4- Butylene glycol dimethacrylate. 
Dlethylcne glycol dimethacrylate. 
Diproplylene glycol dimethacrylate. 
Dlvtnylbenzenc. 

Ethylene glycol dimethacrylate. 

Itaconlc acid. 

Methacryhc acid. 

N-Methylolaerylamide. 

AT-Methy lol mcthacrylam Jde, 

4-Methyl-1.4-pentanedio) dimethacrylate. 
Propylene glycol dtinethacrylate. 
Trlvinyibenrene. 

Oi) List of minor monomers limited to 

use only in plastic articles intended for 
repealed use in contact with food: 

ferf-Butyl acrylate. 
fcrf-Butylamlnoethyl methacrylate. 
sec-Bntyl methacrylate. 
ferf-Butyl methacrylate. 

Cyclohexyl methacrylate. 
Dimethylamlnoethyl methacrylate. 
2-Ethylhexyl methacrylate. 

Hydroxyethyl methacrylate. 

Hvdroxyethyl vinyl eulflde. 

Hydnoxypropyl methacrylate. 

Iaobornyl methacrylate 
Isobutyl methacrylate. 

Iropropyl acrylate 
laopropyl methacrylate. 

Methacrylamide. 

Mcthacrylamidoethylene urea. 

Methocryloxyacetamidoethylethylen© urea. 

Mctbacryloxyacetlc acid. 
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n-Propjl methacrylate. 

3 , 5 . 5 -Trlmethytcyclohex yl methacrylate. 

(4) Polymer* Identified In paragraph 
(a) il>. (2). and (3) of this section are 
mixed together and/or with the foilow- 

• ing polymers, provided that no chemical 
reaction*, other than addition reactions, 
occur when they are mixed: 

Butadiene- acrylonitrile copolymers. 
nuUMiiene-ftcrylonl trlle^t ynmo 
copolymers. 

Butedieno - acrylonitrile - styrene * methyl 
mothacrylio oopolymera. 
Butadlene-etyrene copolymers. 

Butyl rubber 
Natural rubber. 

Polybutadiene. 

Poly (S-chloro- 1, 3-butadlene). 

Polyesters identified ln | 176.300(b) (3) 
( vtl) of this chapter. 

Polyvinyl chloride. 

Vinyl chloride oopolymera complying with 
| 177.1080. 

Vinyl chloride-vinyl acetate copolymers. 

(5) Antioxidant* and stabilizers Iden¬ 
tified In I 175.300(b) (3) (xxx) of this 
chapter and the following: 

D1 - tert -butyl -p-creeoL 

2 - Hydroxy-4-methoxybensophenone. 

3 - Hydroxy - 4 - methoxy - 2 - carboxybcn- 
zophenone. 

3-Hydroxyphenyl benzoate. 
p-Methoxyphanol. 

Methyl salicylate. 

Octadecyl 3.5 -dl - teri -buty 1 -4-hydroxyhydro- 
clnnamate: For xxae only at levels not ex¬ 
ceeding 0.01 percent by weight in rtgld 
acrylic and modified acrylic plastics in¬ 
tended for repeated food-contact use. 
Phenyl salicylate. 

(6) Release agent*: Patty acids de¬ 
rived from animal and vegetable fats 
and oils, and fatty alcohols derived from 
such acids. 

(7) Surface active agent: Sodium do- 
decylbenzcncsulfonate. 

(8) Miscellaneous mate.lals: 

Dl(2-cthythexyl) phthalate. for use only as 
& flow promoter at a level not to exceed 3 
weight-percent based on the monomers. 
Dimethyl phthalate. 

Oxalic acid, for use only as a polymerization 
catalyst aid. 

Tetraethylenepentamlne. for use only as a 
catalyst activator at a level not to exceed 
0* weight-percent based on the monomers. 

Toluene. 

Xylene. 

<b) The semirigid and rigid acrylic 
and modified acrylic plastics, in the 
finished form in which they are to con¬ 
tact food, when extracted with the sol¬ 
vent or solvent* characterizing the type 
of food and under the conditions of time 
and temperature as determined from 
tables 1 and 2 of i 176.170(c) of this 
chapter, shall yield extractives not to ex¬ 
ceed the following, when tested by the 
methods prescribed in paragraph (c) of 
this section: 

d) Total nonvolatile extractive* not 
to exceed 0.3 milligram per square inch 
of surface tested. 

(2) Potassium permanganate oxidiz- 
able distilled water and 8 and 50 percent 
alcohol extractives not to exceed an ab¬ 
sorbance of 0,15, 
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(3) Ultraviolet-absorbing distilled 
water and 8 and 50 percent alcohol ex¬ 
tractives not to exceed an absorbance of 
0.30. 

(4) Ultraviolet-absorbing n-heptane 
extractive* not to exceed an absorbance 
of 0.10. 

(c) Analytical methods— (1) Selec¬ 
tion of extractabUity conditions. These 
are to be chosen as provided in 9 176.170 
(c) of this chapter. 

(2) Preparation of samples. Suffi¬ 
cient samples to allow duplicate* of all 
applicable tests shall be cut from the 
articles or formed from the*plastic com¬ 
position under tests, os strips about 2.5 
inches by about 0 85-lnch wide by about 
0.125-Inch thick. The total exposed sur¬ 
face should be 5 square inches ±0.5- 
square inch. The samples, after prepa¬ 
ration, shah be washed with a clean 
brush under hot tapwater. rinsed under 
running hot tapwater (140* P mini¬ 
mum). rinsed with distilled water, and 
alr-drled in a dust-free area or in a 
desiccator. 

(3) Preparation of solvents . The 
water used shall be double-distilled 
water, prepared in a still using a block 
tin condenser. The 8 and 50 percent (by 
volume) alcohol solvents shall be pre¬ 
pared from ethyl alcohol meeting the 
speclflcatloas of U.S.P. XVII and diluted 
with double-dLstnied water that has been 
prepared in a still using a tin block con¬ 
denser. The n-heptane shall be spec- 
trophotometrlc grade. Adequate pre¬ 
caution* must be taken to keep all sol¬ 
vents dust-free. 

(4) Blank values on solvents. (1) 
Duplicate determinations of residual 
solids shall be run on samples of each 
solvent that have been exposed to the 
temperature-time conditions of the ex¬ 
traction test without the plastic sample. 
8ixty milliliters of exposed solvent is pi¬ 
petted into a clean, weighed platinum 
dish, evaporated to 2-5 milliliters on a 
nonsparking, low-temperature hot plate 
and dried in 212* P oven for 30 minutes. 
The residue for each solvent shall be de¬ 
termined by weight and the average resi¬ 
due weight used as the blank value in the 
total solids determination set out In 
paragraph (c) of this section. The resi¬ 
due for an acceptable solvent sample 
shall not exceed 0.5 milligram per 60 
milliliters. 

(U) For acceptability in the ultra¬ 
violet absorbers test, a sample of each 
solvent shall be scanned in an ultraviolet 
spectrophotometer In 5-centimcter silica 
spec trophotome trie absorption cells. 
The absorbance of the distilled water 
when measured versus air in the refer¬ 
ence cell shall not exceed 0.03 at any 
point in the wavelength region of 245 to 
310 m*. The absorbance of the 8 per¬ 
cent alcohol when measured versus dis¬ 
tilled w'ater in the reference cell shall 
not exceed 0.01 at any point in the wave¬ 
length region of 245 to 310 m*. The 
absorbance of the 50 percent alcohol 
when measured versus distilled water In 
the reference cell shall not exceed 0.05 
at any point in the wavelength region of 
245 to 310 m*. The absorbance of the 
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heptane when measured versus distilled 
water In the reference cell shall not ex¬ 
ceed 0.15 at 245, 0.09 at 260, 0.04 at 270, 
and 0.02 at any point in the wavelength 
region of 280 to 310 m*. 

Oil) Duplicate ultraviolet blank de¬ 
terminations shall be run on samples of 
each solvent that have been exposed to 
the temperature-time conditions of the 
extraction test without the plastic 
sample. An aliquot of the exposed sol¬ 
vent shall be measured versus the un- 
ex posed solvent in the reference cell. 
The average difference in the absorb¬ 
ances at any wavelength in the region 
of 245 to 310 m^i shall be used as a blank 
correction for the ultraviolet absorbers 
measured at the same wavelength ac¬ 
cording to paragraph (c)<8)<U) of this 
section. 

<iv> The acceptability of the solvent* 
for use in the permanganate test shall be 
determined by preparing duplicate per¬ 
manganate test blanks according to par¬ 
agraph (c)(7)(iv) of this section. For 
this test, the directions referring to the 
sample extract shall be disregarded. 
The blanks shall be scanned in 5-centi¬ 
meter silica spectrophotomctrlc cells in 
the spectrophotometer versus the appro¬ 
priate solvent as reference. The ab¬ 
sorbance in distilled water in the wave¬ 
length region of 544 to 552 mu should be 
1.16 but must not be less than 1.05 nor 
more than 1.25. The absorbance in the 
8 and 50 percent alcohol must not be 
less than 0.85 nor more than 1.15. 

(v) Duplicate permanganate test de¬ 
terminations shall be run on samples of 
distilled water and 8 and 50 percent al¬ 
cohol solvent* that have been exposed to 
the temperature-time condition* of the 
extraction test without the plastic 
sample. The procedure shall be as de¬ 
scribed In paragraph (c)(7)(iv) of this 
section, except that the appropriate 
exposed solvent shall be substituted 
where the directions call for sample ex¬ 
tract. The average difference in the ab¬ 
sorbances In the region of 544 to 552 m* 
shall be used as a blank correction for 
the determination of permanganate 
oxldizable extractives according to par¬ 
agraph (c) (7) <iv) of this section. 

(5) Extraction procedure. For each 
extraction, place a plastic sample In a 
clean 25 millimeters x 200 millimeters 
hard-glass test tube and add solvent 
equal to 10 milliliters of solvent per 
square Inch of plastic surface. This 
amount will be between 45 milliliters and 
55 milliliters. The solvent must be pre- 
equillbrated to the temperature of the 
extraction tost. Close the test tube with 
a ground-glass stopper and expose to the 
specified temperature for the specified 
time. Cool the tube and content* to room 
temperature if necessary. 

(6) Determination of total nonvola¬ 
tile extractives. Remove the plastic strip 
from the solvent with a pair of clean 
forceps and wash the strip with 5 milli¬ 
liters of the appropriate solvent, adding 
the washings to the content* of the test 
tube. Pour the content* of the test tube 
Into a dean, weighed platinum dish. 
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Wash tiie tube with 5 milliliters of the 
appropriate solvent and add the solvent 
to the platinum dish- Evaporate the sol¬ 
vent to 2-6 milliliters on a nonsparking, 
low-temperature hotplate. Complete the 


evaporation in a 212* F oven for 30 
minutes. Cool the dish in a desiccator for 
30 minutes and weigh to the nearest 0.1 
milligram. Calculate the total nonvolatile 
extractives as follows: 


MUlIgnuns prr «qumre inrti - 

Kitmrfivc* U» n«m iw 


Tol»Ht>crr<ur inwejirhl of Um» dish. U* mlUkffmni*. . ... . , 

Blank rmltt* «>f lb* *4*tnt in mkl)*rmm*, v d*C*fm!u«d fo i*cira*T»ph <«)<4)0) of Uti* wrlion. 
f-To 4 AJ Hirf/wr of Uni ptatir stmpWi in Rqmu«! turbot. 


(7) Determination of potassium per - 
manoanate oiidizable extractives. <1) 
Pipette 25 milliliters of distilled water 
into a clean 125-milliliter Erlcnmeyer 
flask that has been rinsed several times 
with aliquots of distilled water. This is 
the blank. Prepare a distilled water so¬ 
lution containing 1.0 part per million of 
p-methoxj r phenol (melting point 64-56* 
C. Eastman grade or equivalent). Pi¬ 
pette 25 milliliters of this p-methoxyphe- 
nol solution into a rinsed Erlenmeyer 
flask. Pipette exactly 3.0 milliliters of 
154 parts per million aqueous potassium 
permanganate solution into the p-meth- 
oxyphenol and exactly 3.0 milliliters 
into the blank, in that order. Swirl both 
flasks to mix the contents and then 
transfer aliquots from each flask into 


matched 5-centimeter spectrophotomet- 
ric absorption cells. The cells are placed 
in the spectrophotometer cell compart¬ 
ment with the p-methoxyphenol solu¬ 
tion in the reference beam. 8pectropho- 
tometric measurement is conducted as 
in paragraph <cX7> ( iv> of this section. 
The absorbance reading in the region 
544-652 m,4 should be 0.24 but must 
be not less than 0.12 nor more than 
0.36. Tills test shall be run In duplicate. 
For the purpose of ascertaining compli¬ 
ance with the limitations in paragraph 
<b><2> of this section, the absorbance 
measurements obtained on the distilled 
water extracts according to paragraph 
<c) (7) <iv) of this section shall be mul¬ 
tiplied by a correction factor, calculated 
as follows: 


___- -- - - -ConwUow fortor for *»»»* rilnwt* 

Avrrwre of dui»4lc*ir 

ilrt^nnlnatiocui ffccmrdlnr taint* (isnMrrapli (eX7> 

Ui at till* wttlloru 


<ii) Tlic procedure in paragraph (c) 
<7) <i) of this section is repeated except 
that, in this instance, the solvent shall 
be 8 percent alcohol. The absorbance in 
the region 544-552 nt/* should be 0.26 but 
must be not less than 0.13 nor more than 
0.39. This test shall be run in duplicate. 
For the purpose of ascertaining compli¬ 


ance with the limitations prescribed in 
paragraph <b) (2> of this section, the 
absorbance measurements obtained on 
the 8 percent alcohol extracts according 
to paragraph (c)(7Hiv) of thb» section 
shall be multiplied by a correction fac¬ 
tor, calculated as follows: 


__-r--CorrwHjftM bNii* for ••torom* % pmoenl alcohol *itr*cu. 

A renter of duplkA!» jviwlbay 
phenol oWxhoucr deform Uu> 
lion Arcordtac to thin |*r*fr*ph 
(C>r7)(U) of Ini* *rc<iofi- 


«lit > The procedure In paragraph 
(CH7M1) of this section is repeated 
except that, in this Instance, the 
solvent shall be 50 percent alcohol. The 
absorbance in the region 544-552 m* 
should be 0.25 but must be not less than 
0.12 nor more than 0.38. This test shall 
be run in duplicate. For the purpose of 


ascertaining compliance with the limi¬ 
tations prescribed in paragraph (b)(2) 
of this section, the absorbance measure¬ 
ments obtained on the 50 percent alco¬ 
hol extracts according to paragraph 
(c) (7) (iv) of this section shall be mul¬ 
tiplied by a correction factor, calculated 
as follows: 


0. » 


Aran** of dopbcAU y pheao! •imnbvu* d*- 

urniltuuiocu ACCOftUns to {itrtcrftph (e)(7) 00 of Uii* 


Correction for lor for M pmrftl Aqorou* Alcohol «tract*. 


tlv) Water and * and 50 percent alco¬ 
hol extracts. Pipette 25 milliliters of the 
appropriate solvent into a clean, 125- 
mllliliter Erlenmeyer flask that has been 
rinsed several times with aliquots of the 
same solvent. This is the blank. Into 
another similarly rinsed flask, pipette 25 


milliliters of the sample extract that has 
been exposed under the conditions speci¬ 
fied in paragraph (c) (6) of this section. 
Pipette exactly 3.0 milliliters of 154 parts 
per million aqueous potassium perman¬ 
ganate solution Into the sample and 
exactly 3.0 milliliters Into the blank. In 
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that order. Before use. the potassium 
permanganate solution shall be checked 
as in paragraph Cc) <7) (1) of this section. 
Both flasks are swirled to mix the con¬ 
tents. and then aliquots from each flask 
are transferred to matched 5-centimeter 
^iHctrophotometrlc absorption cells. 
Both cells arc placed in the spectro¬ 
photometer cell compartment with the 
sample solution in the reference beam. 
The spectrophotometer Is adjusted for 
0 and 100 percent transmittance at 700 
mu. The spectrum is scanned on the 
absorbance scale from 700 nu to 500 
m* In such a way that the region 544 
m* to 552 m** Ls scanned within 5 min¬ 
utes to 10 minutes of the time that per¬ 
manganate was added to the solutions. 
The height of the absorbance peak shall 
be measured, corrected for the blank as 
determined In paragraph (c)(4)(v) of 
this section, and multiplied by the ap¬ 
propriate correction factor determined 
according to paragraph (c)(7) (i). ill). 


and (111) of this section. This test shall 
be run In duplicate and the two results 
averaged. 

(8) Determination of ultraviolet-ab¬ 
sorbing extractives . (1) A distilled water 
solution containing 1.0 part per million 
of p-methoxyphenol (melting point 54* 
C.-56' C. Eastman grade or equivalent) 
shall be scanned In the region 380 to 220 
m m In 5-ccntimcter silica spectropho- 
tometrlc absorption cells versus a dis¬ 
tilled water reference. The absorbance 
at the wavelength of maximum absorb¬ 
ance (should be about 285 m*) ls about 
0.11 but must be not less than 0.08 nor 
more than 0.14. This test shall be run 
In duplicate. For the purpose of ascer¬ 
taining compliance with the limitations 
prescribed in paragraph (b> (3) and ( 4 ) 
of this section, the absorbance obtained 
on the extracts according to paragraph 
(c) (8) (11) of this section shall be multi¬ 
plied by a correction factor, calculated 
as follows: 


^ a ii 

ATtcNt* oi iSupIksU f*rartl>o*yphwiol tthaorbftnro d*t*rml nation* 
accord!t* to this pMugrapb (cHDO) of this stcUoo. 


-Ccirm*!lun factor ft* oltrarlofet absnrtet* tost. 


(11) An aliquot of the extract that has 
been exposed under the conditions spec¬ 
ked in paragraph (c) (5) of this section 
ls scanned in the wavelength region 360 
to 220 coo versus the appropriate solvent 
reference in matched 5-centimeter silica 
.vpectrophotometrlc absorption cells. The 
height of any absorption peak shall be 
measured, corrected for the blank as de¬ 
termined in paragraph (c)(4) (ill) of 
tills section, and multiplied by the cor¬ 
rection factor determined according to 
pa nigra ph <c)(8)(l> of this section. 

(d) In accordance with good manu¬ 
facturing practice, finished semirigid 
and rigid acrylic and modified acrylic 
plastics Intended for repeated use in 
contact with food shall be thoroughly 
cleansed prior to their first use in con¬ 
tact with food. 

(e) Acrylonitrile copolymers Identified 
In this section shall comply with the 
provisions of f 180.22 of this chapter. 

§ 177.1020 Aerylouilrilc/ln»tiitJit»nr/»ty- 
rrn«? copolymer. 

Ac rylonltrile/butadlene/styrene copol¬ 
ymer Identified In this section may be 
safely used as an article or component 

Mnhmi 

... _ 


<c) Specifications. (1) Nitrogen con¬ 
tent of the copolymer ls In the range of 
10 5 percent as determined by 

Mlcro-KJeldahl analysis. 

(2) Residual acrylonitrile monomer 
content of the finished copolymer articles 
w not more than 11 parts per million as 
determined by a gas chromatographic 
method, available upon request from the 
i ommissloncr of Food and Drugs. 

<d) Extractive limitations . (1) Total 
^volatile extractives not to exceed 
o 0005 milligram per square Inch surface 
*2* when the finished food contact 
*™cle ls exposed to distilled water. 3 


of articles Intended for use with all 
foods, except those containing alcohol, 
under conditions of use E, F. and O de¬ 
scribed In table 2 of 8 178.170(c) of this 
chapter 

(a) Identity. For the purpose of this 
section, the acrylonltriie/butadlene/sty- 
rene copolymer consists of: 

(1) Eighty-four to eighty-nine parts 
by weight of a matrix polymer contain¬ 
ing 73 to 78 parts by weight of acrylo¬ 
nitrile and 22 to 27 parts by weight of 
styrene; and 

(2) Eleven to sixteen parts by weight 
of a grafted rubber consisting of (i) 8 to 
13 parts of butadiene/styrene elastomer 
containing 72 to 77 parts by weight of 
butadiene and 23 to 28 parts by weight 
of styrene and (ill 3 to 8 parts by weight 
of a graft polymer having the same com¬ 
position range as the matrix polymer. 

(b> Adjutants. The copolymer Identi¬ 
fied In paragraph <a) of this section may 
contain adjuvant substances required in 
its production. Such adjuvants may in¬ 
clude substances generally recognized as 
safe in food, substances used in accord¬ 
ance with prior sanction, substances per¬ 
mitted in this part, and the following: 

Limitation* 


Tim fiuUbwl copolymer shall contain not rnora than 100 
ppm ^-marcaptocthanol aery lorn trtM adduct aa d«Ur* 
mined by a method avallabt* upon rcqoaat from lha 
CommtvtorMr of Pood and Drag* 


percent acetic acid, or n-heptane for 8 
days at 120 - F. 

(2) The finished food-contact article 
shall yield not more tiian 0.0015 milli¬ 
gram per square inch of acrylonitrile 
monomer when exposed to distilled water 
and 3 percent acetic acid at 150* F for 
15 days when analyzed by a polaro- 
graphic method, available upon request 
from the Division of Food and Color 
Additives. HFF-330, 200 C St.. SW.. 
Washington, DC 20204. 


(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of 8 180.22 of this chapter. 


(Secs 20l(*). 400. 701(a). 52 SUt. 1055, 72 
8tat. 1784--1786 (21 Ufi.C. 32l(»K 348. 371 
(*>>.) 

Notv: 1 177 1020 (formerly 11212833) In¬ 
sofar an It permits an acrylonltrUe/buta- 
dleno/rtyrene copolymer to be used to fabri¬ 
cate beverage containers, vm stayed by an 
order published In the Fedkjuu. IIncurrm of 
Starch 11. 1077 (42 FR 13546). 

§ 177.1030 Arr>lonilri1r/l»utndirnr/sly- 
rrnc/iticlhyl itiriharnlalc copoly¬ 
mer. 

Acrylonitrile /butadiene 'styrene/meth¬ 
yl methacrylate copolymer Identified in 
this section may be safely used as an 
article or component of articles intended 
for use with food Identified In table 1 of 
8 176.170(c) of this chapter as type I, 
n, ra, IVA. IVB. V. VIB. (except bot¬ 
tle® intended to hold carbonated bever¬ 
ages). VILA. V1IB. vm and LX. under 
conditions of use C. D. E. P. and G 
described in table 2 of 8 178.170(c) of 
this chapter with a high temperature 
limitation of 190* F. 

(a) Identity . For the purpose of 
this section, acrylonitrile/butadiene/sty- 
rene'methyl methacrylate copolymer 
consists of: (1) 73 to 70 parts by weight 
of a matrix polymer containing 84 to 69 
parts by weight of acrylonitrile. 25 to 30 
parts by weight of styrene and 4 to 6 
parts by weight of methyl methacrylate; 
and (2) 21 to 27 parts by weight of a 
grafted rubber consisting of (1) 18 to 20 
parts of butadlene/styrene/elastomer 
containing 72 to 77 ports by weight of 
butadiene and 23 to 28 ports by weight 
of styrene and (11) 5 to 10 parts by 
weight of a graft polymer having the 
same composition range as the matrix 
polymer. 

(b) Adjuvants. The copolymer identi¬ 
fied In paragraph (a) of this section may 
contain adjuvant substances required In 
Its production. Such adjuvants may in¬ 
clude substances generally recognized as 
safe in food, substances used In accord¬ 
ance with prior sanction, substances per¬ 
mitted under applicable regulations In 
this part, and the following: 

Swbjtfancff Limitation* 

2 - Merraptoethsnol. Tha finished copoly- 
„ mcr shall contain 

not mors than 800 
ppm 2-mercapto- 
ethnnol - acryloni¬ 
trile sdduct as de¬ 
termined by a 
method available 
upon request from 
the Commissioner 
of Food and 
Drugs. 

(c) Specifications . (1) Nitrogen con¬ 
tent of the copolymer ls In the range of 
13.0 to 18.0 percent as determined by 
Mlcro-KJeldahl analysis. 

(2) Residual acrylonitrile monomer 
content of the finished copolymer arti¬ 
cles ls not more than 11 parts per million 
as determined by a gas chromatographic 
method available upon request from the 
Food and Drug Administration. Bureau 
of Foods, Division of Food and Color Ad- 
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dltlves (HFF-330). 200 C St. SW. ( 
Washington, DC 20204. 

(d) Extractive limitations. (1) Total 
nonvolatile extractives not to exceed 
0.0005 milligram per square Inch surface 
area of the food-contact article when ex¬ 
posed to distilled water, 3 percent acetic 
acid. 50 percent ethanol, and n-heptane 
for 10 days at 120* P. 

<2) The finished food-contact article 
shall yield not more than 0.0025 milli¬ 
gram per square inch of acrylonitrile 
monomer when exposed to distilled 
water. 3 percent acetic acid and n- 
hept&ne at 190" F for 2 hours, cooled to 
120* F (80 to 90 minutes) and main¬ 
tained at 120* F for 10 days when ana¬ 
lyzed by a poiarographic method avail¬ 
able upon request from the Food and 
Drug Administration. Bureau of Foods. 
Division of Food and Color Additives 
<HFF-330). 200 C St.. SW.. Washington, 
DC 20204. 


(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of $ 180.22 of this chapter. 

None: » 177.1030 (formerly f 121.2627). in¬ 
sofar aft It permit* an acrylonltrile/buta- 
dlene/atyTene/meUiyl methacrylate copoly¬ 
mer to be uaed to fabricate beverage con¬ 
tainer*, was stayed by an order published In 
the ProrsAi. Rrcumai of March 11, 1977 (42 
FR 13546). 

g 177.1010 Arr>lo»»»lrilc/styrrnr copoly¬ 
mer. 

Acrylonltrile/styrene copolymers iden¬ 
tified In this section may be safely used 
as a component of packaging materials 
subject to the provisions of this section. 

(a) Identity. For the purposes of this 
section acrylonltrile/styrene copoly¬ 
mers are basic copolymers meeting the 
specifications prescribed to paragraph 

(c) of this section. 

<b) Adjuvants. (1) The copolymers 


Identified In paragraph (c) of this sec¬ 
tion may contain adjuvant substann l*a 
required in their production, with the 
exception that they shall not contain 
mercaptaiLs or other substances which 
form reversible complexes with acrylo¬ 
nitrile monomer. Permissible adjuvants 
may include substances generally recog¬ 
nized as safe In food, substances used in 
accordance with prior sanction, sub¬ 
stances permitted under applicable regu¬ 
lations in this part, and those authortmi 
In paragraph <b) (2) of this section 
(2) The optional adjuvants for the 
acrylonltrile/styrene copolymer Identi¬ 
fied in paragraph <c>'l> of this section 
are as follows: 

Subitanrc* Limitation 

Condensation polymer of.. 0 15 pet 
toluene fulfonamide and maximum 
formaldehyde. 

(c> Specifications. 


Arr>k>nltri1» styrene eofwtymen 


Msilmutn raridual Nitrogen 

•erytonitrifc monomer oonwiot o t 

•ontont of ftnidwd copolymer 

article 


Malta) urn eximetahto fractions at sp* • tempera- Conformant* a 

taros and tlm« ewtaln fpadfWxuu.- 


ArrylonimWetymxe copolymer ©orutrtln* of the BOpfm*. 
copolymer produced by potjnnertxatkwi of 96-72 
parts by weight of acrjlonluite and 23-34 parte 
or w*ri«w of styrene; tor use with food of typo vl-B 
UMkttmd to table 1 of ase. IT&lTQfo) of this chapter 
under condition* of ora C, D. K, F, O doeedbad in 
table 2 of sec. ITS. 170(c) of this chapter. 


17.4 to 19 pet. 


. 12.5 u> 17.2 pet 


ArryJonUrlWstyTene copolymer oonsdsUag of die 
copolymer produced by polyracrttaUon of 
part* by w«tcht of acrylonltnv and 3S-55 parts hr 
weight of styfone; for u*e with food of types 1. If, 

III. IV, V. V! (exoeirt bottba). VU, VIII, utd IX 
IfentlM In table l of see. 17S.l7fKe)of this chapter 
under condlUnn* B (not to exceed 30 CT V), C. 

E, F. t> deerrfbed In table 2 of sec. 176.170(c) of tWs 
chapur. _ 

•Method available from: Food and l>mg AdmlnisiraUem, Burean of Foods DlrUion of Food and Color Additives (UFF-339), 200 C He HW.. Waihlugton, U.C. W04 


Total nonvolatile extractives not to exceed 0.01 mg, 
In* surf are area of the food eon tart article wbr.n 
exposed to distilled water and 9 pet arctio arid for 
10 d at \ur F. 

The extnarted copolymer shall not exceed 0.001 me,’ 
in* so rtiker area of the food oootact artloto wlven ex¬ 
posed to distilled water and 3 pet aoeUc acM for U> 

d at IMF F.* 

Extracted copolymer not toetoco*12 Op.p.m. In aqtw 
one extrartlor a-heptane ex tract ofotM nod * Iran IffHt 
sample of the basic oopolymrr in tbe form of par- 
Uefos of a site that will para through a U J». Stand¬ 
ard Sieve No. 9 and that will be held on a V « 
Standard Sieve No. 10 U oxtrastc.1 erith 250 ntil of 
deiooloed xratcr or fMflscxt gnule wtrapum at 
reflux temperature for 2b.* 


Minimum number 
awmffe mofo^uU.' 
weight isio.nou * 


Minimum 10 pet min 
lion rlKocity at 2V 
Cii 10 cl*.* 


<d) Interim listing. Acrylonitrile co¬ 
polymers identified in this section shall 
comply with the provisions of I 180.22 of 
this chapter. 

Note: I 177.1040 (formerly f 121.2629). In¬ 
sofar an it permits an acrylonltrile/styrene 
copolymer to be used to fabricate beverage 
container*, was stayed by an order published 
In the PKurxiAL Rcotsm of March 11. 1977 
(42 FR 13546). 

§ 177.1030 Acrylonilrilc/slvrene ro|M»ly- 
mcr modified with buliidicnr/alvrcnc 
riaakuncr. 

Acrylonltrile/styrene copolymer modi¬ 
fied with butadiene/Btyrene elastomer 
identified in this section may be safely 
used as a component of bottles Intended 
for use with foods identified in table I 
of I 176.170(c) of this chapter as type 
VT-B under conditions for use E, F. or Q 
described in table 2 of f 176.170(c) of this 
chapter. 

(a) Identity. For the purpose of this 
section, acrylonitrile/styrene copolymer 
modified with butadiene/styrene elasto¬ 
mer consists of a blend of: 

(1) 82-88 parts by weight of a matrix 
copolymer produced by polymerization of 
77-62 parts by weight of acrylonitrile and 
18-23 parts of styrene; and 

(2) 12-18 parts by weight of a grafted 
rubber consisting of <i) 6-12 parts of 
butadlene/atyrene elastomer containing 
77-62 parts by weight of butadiene and 


16-23 parts by weight of styrene and (U) 
4-6 parts by weight of a graft copolymer 
consisting of 70-77 ports by weight of 
acrylonitrile and 23-30 parts by weight 
of styrene. 

<b> Adjuvants. The modified copoly¬ 
mer identified in paragraph (a) of this 
section may contain adjuvant substances 
required in its production. Such adju¬ 
vants may Include substances generally 
recognized as safe in food, substances 
used in accordance with prior sanction, 
substances permitted under applicable 
regulations in this part, and the follow¬ 
ing: 

Subxfancrf LimUaNoxif 

ft-Dodeeytmercaptan . The nniuhtd copoly¬ 
mer shall contain 
not more than 500 
parts per million 
(ppm) dodecyl- 
rnrrcaptan a* 
dodecy Imcrrapto- 
proplonltiile as 
determined by a 
method available 
upon request from 
the Commissioner 
of Food and Drug*. 

<c> Specifications. <1> Nitrogen con¬ 
tent of the modified copolymer is in the 
ranged 17.7-19 8 percent. 

(2) Intrinsic viscosity of the matrix 
copolymer in butyroiactonc is not less 
than 0 5 declliter/gram at 35" C. as de¬ 


termined by a method available upon re¬ 
quest from the Food and Drug Adminis¬ 
tration. Bureau of Foods. Division of 
Food and Color Additives (HFF-330 *. 200 
C 8t. SW., Washington. D C. 20204. 

<3> Residual acrylonitrile monomer 
content of the modified copolymer arti¬ 
cles is not more than 11 ppm as deter¬ 
mined by a gas chromatographic method 
available upon request from the Com¬ 
missioner of Food and Drugs. 

(d) Extractives limitations . The fol- 
lowing extractives limitations are deter¬ 
mined by an infrared spectrophotomet r:< 
method, available upon request from the 
Commissioner of Food and Drugs, and 
arc applicable to the modified copolymers 
in the form of particles of a size that will 
pass through a U.8. Standard Sieve No 6 
and that will be held on a U.S, Standard 
Sieve No. 10: 

(1) The extracted copolymer shall not 
exceed 2.0 ppm in aqueous extract ob¬ 
tained when a 100-gram sample of co¬ 
polymer is extracted with 250 milliliter* 
of freshly distilled water at reflux tem¬ 
perature for 2 hours. 

(2) The extracted coplyrocr shall not 
exceed 0.5 ppm in n-heptane when a 
100-gram sample of the basic copolymer 
is extracted with 250 milliliters spectral 
grade n-heptane at reflux temperature 
for 2 hours. 

(e) Accelerated extraction end test 
The modified copolymer shall yield acry- 
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lonltrfle monomer not In excess of 0.4 
ppm when tested as follows: 

(1) The modified copolymer shall be In 
the form of eight strips Inch by 4 
inches by .03 Inch. 

(2) The modified copolymer strips 
shall be Immersed in 225 milliliters of 
3 percent acetic acid in a Pyrex glass 
pressure bottle. 

(3) The pyrex glass pressure bottle Is 
then sealed and heated to 150* P In 
either a circulating air oven or a thermo¬ 
stat controlled bath for a period of 8 

days. 

(4) The Pyrex glass pressure bottle is 
then removed from the oven or bath 
and cooled to room temperature. A sam¬ 
ple of the extracting solvent is then with¬ 
drawn and analyzed for acrylonitrile 
monomer by a gas chromatographic 
method available upon request from the 
Commissioner of Pood and Drugs. 

(f) Acrylonitrile copolymers identified 
in this section shall comply with the pro¬ 
visions of 8 180.22 of this chapter. 

Note: | 177.1050 (formerly | 121.2825). In¬ 
sofar an U permits an acrylonitrlle/styrene 
copolymer modified with butadlene/styrene 
elastomer to be used to fabricate beverage 
oontalnert, was stayed by an order published 
In the Pkuckal Rraism of March 11. 1277 
42 m 13548) 


§ 177.1200 Cellophane. 

Cellophane may be safely used for 
packaging food in accordance with the 
following prescribed conditions: 

(a) Cellophane consists of a base sheet 
made from regenerated cellulose to 
which have been added certain optional 
substances of a grade of purity suitable 
for use in food packaging as constituents 
of the base sheet or as coatings applied 
to impart desired technological proper¬ 
ties. 

(b> Subject to any limitations pre¬ 
scribed in this part, the optional sub¬ 
stances used in the base sheet and coat¬ 
ing may include: 

(1) Substances generally recognised 
as safe In food. 

(2) Substances for which prior ap¬ 
proval or sanctions permit their use in 
cellophane, under conditions specified in 
such sanctions and substances listed in 
8 181.22 of this chapter. 

(3) Substances that by any regulation 
promulgated under section 409 of the act 
may be safely used as components of 
cellophane. 

(4) Substances named In this section 
and further Identified as required. 

(c) List of substances: 


AcrytonJtrite-butadirne cojwlyuw rreiru.___ 

Aerylonhr 1 te-but»*d!rrM- 5 iyr*n* oopolvmer fe »itw 

Acryloriltrite-etyrene copolymer rtwlnx. 

A ory lord trite-vinyl chloride copolymer mine . . . 

A Acyl aarcorinm where the ecyl group a 
SamyL 

Alkyl ketene ditneci Mon lifted la ft ITS L» at thte chapter. 

Aluminum brdmtide..____ 

Aluminum educate.... . .. 

Ammonium persulfate.._. . . 

Ammonium eulCetr._ _ 

Belteniunid*._ 


• tzyrravd « 
prrttnt bf wri#4i of finukrd pertain# odhfAtu) 
As the beetc poly mer 

Do, 

I>OL 

Da. 

7ar un only as release ecente In coaUngs at terete not 
to exceed a total of Oil percent by wrifht of the ftntehed 
paekaclnc cellophane. 


Butadtenewtymt* copolymer. 

I l-BatanedioJ___ 

• OCOtOia._MB 

a-Butyl alcohol 
('olrium clhyl 


Ax the bnatc polymer. 
Oil peccant. 


Calcium ttoaroy I* Alert y late idmtlfted to lYTLSU of tiUa 
cbeptir. 

Carboxymethyl hydroxyitthylcidluloee totymer. 

(‘aetor oil, bydrwenaled..... 

and fumeric acid- Am the baric polymer. 

methylene ylycol poiyeetfT. 

CMUX oil phthakle, hydrogenated 


Not to exceed 0-3 percent we* b t of cellophane. 


Castor ofl. auMunateri, •odium salt .. 

Oltutaee acetate butyrate.,.. 

OilukAe acetate propionate.. . . 

Cetyl alcohol_ 

Clay, natural_ 

Coconut oil fatly arid (OfCfl) < 
oil fatty arid (OjK-ii) dtethaL__ 
thanoUmifM mixture harlot total i 
fiotamtuin hydroritleJ of IS IS*« a 


Alone or In combination with other phthalateo ' 
local phthaUiiw do not exceed & perrruL 


ooap. and dte- 
M (calculated m 
havin* an arid 


For tsee only as an adjuvantemployed durtac tba 
proetten* of rrihiloee pulp used In the manufacture of 


Copal ream, boat procesecd 
Damar resin. 


Deloamlnjr arentx idniUfled In ft ITASDOofthte chapter 
Dialkyl ketooee where the alkyl troupe are Uuryl 

etearyi. 

iHbutylpfiLhalate_„_ _ . , , . . . . 

Diryclohexyl plithatete___J_„ __ 

Diethyl w glycol eater of the adduct of terpeoe and malwc 
anhydride. • 

Dir" ‘ “ 

DJi 


Ax taric rnua. 


or Not to exceed a total of 0 .IS percant 

Alone or If) combination with other phthalatM where 
total pht habile* do not exceed & percent 
Da. • 


l(Aethylhexyl) adipate_ _ . __ _ , 

[<2wthylhexyl) ifitluUir. ._ 

Dlteotatyl plilleUxle...... 

Dimethylcyrlohaxyl phthalate._..__ 

Ptmethylfuatkyt (CVC tt ) amnwwitun chloride. 
Dl-wocyltln bte(Aethylhrxyl mateateb 


Alone or in combination with other phtholoMa where 
total phlholalea do not exceed 5 percent. 

Alone or In combination with other phlhalaua where 
total (ihtholotfw do not eiceod 3 percent. 

Do, 

0 005 percent for uae only ax a ftorculant for »Up areoU. 

For use only os a xtabii i rer at a level not to exceed 0.56 
iwvcoot by welcht of the oootinc ■oli.to in vtnyUdeoa 
chloride copolymer waterproof coatingt prepared from 
vlnylideiM chloride copolymers Identified la thte 
rnratropb. provided that such vinyhdene chloride 
copolymers contain not l*m than * percent by waifht 
of polymer unite derived from vinyhdene chloride. 
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/JmitoHono (residue and limits of oddlllon ex¬ 
pressed m penen i by weight of finished work- 
owing cellophane) 

A’,.V'- Diuko> klhy knediomlne, AT.N'-diliookoy ktby kn©- 0,4 perecm. 
dinmJoe, iuh! So\*oy\-N'- LmoI*oy1#lJiyte«i*-dl»inin* 
mixture produced when UM oil tally or id* ore 
inode to react with elhykncdlamlne such that the 
finished mixture hoa a melting point of 212*-2» a P. 
no determined by AHTM Method D 137 00, and an acid 
rata* of 10 maximum. 

*V,.V'-I>ioleo)lrthyJenedUmlne (N,N'-*thykftaMeofeam- 

tie). 

DJeodinm KOTA-- - - 

1> 1st carle arid iwter of dJ(h>dnnyeihylIdWrlhykne- 0.00 prnettl. 
triamine monowfUi*. 

S,S '-I ifcst eeroy kt b rknediant Ine (A'A^Vthy knchi.utear- 
amide). 

KittitJiJired polybatadk nr ... . For use only as a primer subooat to anchor surface coot 

tec* to the bow* sheet. 

EmcamJde —..— . » ■« »» -»•••••• 

Ethyl acetate.....- . 

Kibylwv^vjnyl acetate copolymers complying with 

2-Athylb«*yl alcohol. ..„ 0.1 percent lot use only ee lubricant. 

Fatty acids derived from animal and vogctabk fate and 
oak, and the following sails of such acids, single or mixed: 

Aluminum, ammonium, calcium, magnesium, 


. As Umi laurfr polymer. 


Ferrous ammonium sulfate 

Pumarlc arid.—. 

tllycerln-malesc anhy< 
tllyearol diaceute ... 

11 lyccml raonoacetate.....— ~.. 

llydroxyethyl eoilnkiee, water-insoluble.. 

Hydroxypmpyl cellulose ideolifled In 1177.370 of this 


Isopropyl alcohol... 
Itaoonic add. 


Laurvl alcohol_ 

luxury) sulfate twits a 
sodium. 

MaSe.l'' a< id 
Mahle arM adduct of 
Melamine furmaidehyd* 

Melamine formaldehyde tnodll 
the following: Butyl akob<* 

Tlsnetriamine. ethyl alcot 
nut y laudue. tmino-Us-elb 
online, methyl alcohol, 
ethylenedlamine or 
methane or 
ethylene pentamlne, 
mine . 1 

Methyl ethyl ketone_ 

Methyl ti > drogew MfoglW - - — — ..^^^.>7 

o-Methy ktyrane-viny 1 toluene copolymer reel ns .molar 
ratio 1 a-methylsiynm* u> 3 vtnyltolueiw). 

Mineral oil. White- .... 

Nai»hthaleneeulfonlc acld-formal<kb>de condensate, so¬ 
dium salt. 

NHroceUuloee, Id.® percent-15.2 porrsnt nitrogen 

Nylon realm ecmipfylng with I 177.1400 -- 

•-Octyl alcohol .. . — 

Okfln copolymers oam^ing with 1177,1130. 


Residue limit 0.1 panant. 
Uo. 


1 percent. 



tm 

trkthylenetetxur 


As the bwk polymer. 

As the beefc polymer, and need as e resin to anchor 
coatings to substrata. 


Residue limit 0.1 percent. 

01 perrant u the bask polymer 

Oil percent, for use only as on emulslfar 


Far nee only » a dehorning agent In the monufocturs 
of cello plume base sheet. 


Okie ectd reacted with N-alkyl trtmeth>k»»*<t1amlne 
(alkyl C* to Cg). 

Oleic acid, wtfonated, sodium suit . 

Olay) palmitamide..... 

N.N'-ukoyl-slearyktiiylenediamine < .V-Cl-slreruybuni* 
uoetbyDoleamlde). 

Paraffin. synthetic, complying with 1174 230 of this 
chapter. 

Pautarryllullol tetradearate... 

Polyamide restiw derived from dtmertxed vsgcuble oil 
acids (containing not more than .1) percent of monomer 
acids) and rthyknedlamlno as the basic rodm 
Polyamide real ns having a maximum acid value of 3 and 
a maximum amine value of 0.5 derived from dimerited 
vegetable oil adds {containing not more than 10 percent 
monomer wlds), ethyknedi amine* and 4.4-bl«ii- 
bydroxyphctiyUpemonok add On an amount not to 
exceed »6 percent bv weight of said polyamide reel ns). 
Folybutadiene wain unokular weight range 2,000-10,300. 
turn mine nutnh*r range 3UH0O). 

Polycarbonate mins complying with 1177.14*0.. 

Polyester min formed by the reaction of tile methyl 
enter of roein. phthallo anhydride, mnlnc anhydride, 
and ethykne glycol, such that the polyester reeln has an 
acid numlier ol 4 to 11. a drop-softening point of TtT C- 
'/J* (’, «im! a color of IC or pakr. 


PotumT only in cellophane coaling* that contact food 
at teiupeluturrs uot to exceed room temperature. 

As tbe bask resin, for toe only In coatings that contact 
food at temperatures not to exceed room temperature 
provided that tbe concentration of the polyamide 
ratns la the finished food-contact coating docs not 
exceed 0 milligrams per Kjuore inch of food-contact 

For use only as an adjuvant In vinylldaae ehlorld* 
copoly irn r coatings. 


Polyethylene .ff!.™. 

dlethylenetriemin* and triethyknetetia 
rtaction product *" ' 

Polyethylene 
Polyethylene 
Polywlhyknc 
Polyet by km* 

Polyethylene 
Polyethylene_ 

r w^^»r p,ytD ‘ 

Pdyet hylonlmtnr. 



0.1 percent. 


with the identity 


As the baste polymer, for use ae a resin to anchor dialing* 
to the eubetrate and for use as an IflUMwetiB l °» 
food-oontact surface of regenerated erUuloaetsbeet In an 
amount not to owe! that rrtjnlrcd to Improve heat- 
sculabk bonding between coaled and unrooted sides 
of cellophane 
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FolyiootatyUcu c 
rotjatypropyl# 


'lylA* with | 177.100..... 

block polyrixn 


Limitations {residue and limits of addition ex¬ 
pressed os jirrrmf (>y wrlyM of finished pock- 
apinp cellophane > 

For ommih odhivmnt rmnloyw] during tho protw«icw 

■■■rttBlbeiiuuir^- mo‘ 


Polypropylun* com ply inf with 1177.1590. 

Polystyrtm#........*___ 

Polyvinyl &(H*U.... 

Poly vlnvl alcohol (minimum VtMXMtty of4 iwrroot 
ous ► .Union »t xr C oM cooUpoiaee). 

Polyvinyl rhlorido.... 

Polyvinyl ctoamu 
•-Propyl iuvui*, 

►Prowl ilnohol._____ Wfk 

Harrow) nil. blown.... 

Kurins and rrotn drfirmiv** n» |»ruvwM In f 17KJ87U of 
I hit clttjHff. 

Hubbrr. iwlural (ftatural lalrv *oUrU. 

Sibra........ 

fillirtc nr hi__ .. II ' 

**liura m*b«uUltr . . Mi ,„ 

8ollllin diurlyl «4lW(jUlorlnjU«* 

8odlum dridrt'ylliontrnrauUtMkjUr.. . 

Sodium Inuroyl wrntinatr. .. 

Sodium ob’yl *u1(ati*4<Ml.ii»?i r*iy1 mtfStr mitt an*. 


of orlmSnae pulp u.vd l 

b«M thaoi. 

Aa Uw* basic polymer. 

Do. 


t mamiforturv of cr 11 ophana 


A§ tb# l»asfc polymer. 

Do. 

Re*«ttu' limit n l j^fccnl. 
Do. 


Sodium-alUi-Alc. 

Sodnuu nraroyl bet> lair ttrnnnH in | 172JHW of this 
chapter. 

Sodium HitbOr .... 

Sodium Mlllttr. .. 

SprrmaontJ waa.... 

Stannous olroir.. 

-Slroraut l*li>H*thy 1 «tiir»u-. 

Sti-aryl alcohol..„ 

Styrvnc-malclc auhydrt<tc rndUf.... 

Trriwna realm tdimtined in | 172.80 of U%1» chapter . 

TctxahydnfUran... .. 

Tttamura dloiidr.. . ... . 

Toluco*....... 

Toluene KilfonAmtdr (brmaldrliyde .1/ 

Trtothylrne fivool.„„... . 

Tficthylenr glycol dia.rule promnxJ from UhtffayV'fMt 
flycol containing not innrv than ill prnwu of dtothyWi# 
Itlycol. 

l-Triinrif.yl*M pMWanr.lJal dlholiu>|rTAlv... 


Vtta icaiiianiirlri 

Urea funtuiMphydr._. 

Urea formaMehvda modiflod aith mrihaiml. ethanol, 
bnttutol diethyletketrUraine, tnctliylrnetrtramina. Iclra- 
Mhyleftriinuamlnr, cuanldior. vnfiam Millltr. nttlbiUhc 
acid, lmlno-lib-cthylamlne, »nihv>-bl»-proj>yljunli*\ 
ImimHiivbaiylamlui!. diSMliinprufQJU'. diamlnoba- 
tarn, aimnornftbvfcmlfanie aetd. pol>»mln«»t road* hr 
roaHltif rlhylrixsflamiw or lrlmetltybiirdlaflitn# with 
dkhluroet ban* or dl*h)orvpm|>atie. 

Vinyl aivUtr-vinyl rldarlib OUTvOynnf rvalue.. 

Vinyl ocrtatc-vinyl chlnn«l^-uial‘*U- arid cotmlynwr rrxini. 
\ Inybdrtw rhWld* < opolymi'mi't) with mot nr n»nre of 


CL35 percent: fur tiv .»til> in vitty Itdrtw chloride copolymer 

ooafnft 

For me only ae an nmibMlW lor cowliiw*; limit O.OOS 

K ftvrnt wtkrrr cooling in applied to one aide only and 
01 permit where coaling is applied to both ddvP. 

Not lo ctuve«J IU permit weight ol retluplianr. 


A s th»' basic polyro**. 

ftwidti* limit of 0.1 lament. 

ReeUloa limit of CU percent. 

0.8 permit an the t*dr polymer. 


Hpn MnlH __ 

al 11 level not to racred 10 (wrtwut by wetght of the 
riwliu* solid* ext^pl when tWed in iwovhtod u» ) 
|>Jf78U of Ui|» rluptef. 

As the liable ptdvmer. 

As the liwilc iHjymvr. and turd as a rssla to aimboc 
roattres to the mb Irate. 


the foil. Whig- Acrvlir ucid.atTylonuril#, lidy J o»rylatc. 
Mityl nirlhaer^Ute ethyl acrylale, J-rthylhriyi 
acrylate, ^thylhexy 1 n»rt harry late, H hyl me t tmcrylate, 
ttar^mie add. methyacryUr acid, methyl ocrvlate. 
n*ethy1 mettwrybte. propyl arrybte. propyl u^lliac- 
rybte. vlnvl chtorhltf. 

Vmylidcnc rhlnrlde-nieltiacry'btr d<e>tnrtyl ruptjy uwr.. 

Wai, pruoleum.rotnpl>*lng with) JTHJCinofthivciM^itr^ 


Al the boair |v»t>n»er. 
Do. 


Do. 


(d> Any optional component listed In 
this section covered by a specific food 
additive regulation must meet any speci¬ 
fications in that regulation. 

(e> Acrylonitrile copqlymers Identified 
in this section shall comply with the 
provisions of 9 180.22 of this chapter. 

S 177.1210 niwurc# with arolirig goaketa 

for foml ront«lni'i% 

Closures with sealing gaskets may be 
safely used on containers intended for 
use in producing, manufacturing, pack¬ 
ing, processing, preparing, treating, 
packaging, transporting, or holding food 
in accordance with the following pre¬ 
scribed conditions: 

(a) Closures for food containers are 
manufactured from substances generally 
recognized as safe for contact with food; 
substances that are subject to the pro¬ 
visions of prior sanctions; substances 
authorized by regulations in Parts 174. 
175, 178. 177. 178 and 9 179.45 of this 


chapter; and closure-sealing gaskets, as 
further prescribed in this section. , 

<b» Closure-sealing gaskets and over¬ 
all discs arc formulated from substances 
identified in |175.300<b> of this chapter, 
with the exception of paragraph (b><3) 
(v). (xxxi>. and (xxxii) of that section, 
and from other optional substances, in¬ 
cluding the following: 

(1) Substances generally recognized ns 
safe in food. 

1 2) Substances used In accordance 
with the provisions of a prior sanction 
or approval within the meaning of sec¬ 
tion 201 (s) of the act. 

<3> Substances that are the subject of 
regulations in Parts 174. 175. 176,177.178 
and 9 17D.45 of this chapter and used 
In accordance with the conditions pre¬ 
scribed. 

€4> Substances Identified in para¬ 
graph lb) (5) of this section, used in 
amounts not to exceed those required to 
accomplish the intended physical or 
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technical effect and in conformance with 
any limitation provided; and further 
provided that any substance employed 
in the production of closure-sealing gas¬ 
ket compositions that is the subject of 


a regulation in Parts 174. 175. 176. 177. gaskets include: 


178 and I 179.45 of this chapter conforms 
with the identity or specifications pre¬ 
scribed. 

(5) Substances that may be employed 
in the manufacture of closure-sealing 


Table I 


l ift e/ml>timno> 

Arachid)l-twhenyl amid* (CV^n fatty acid amid**)_ b percrnt. 

AiodtnarlMiiuunJJ'- -- *2 p*rcrfit. 

Balnta rubber.... 

Itoityl alcohol 
li-Butanedlol... 
rale iron tin 


Liwutmth** irzpumd as pact ni fc* v^t cj rJemr*- 
Mo/iMf p utka rvjtpoti/hn) 




I percent. 


. 2 percent. 

TaJcJum urw* stearate.. . 2 percent. . 

rorbon, activated... I percent. 

Castor oU. hydrogenated.. - ppn-mt. 

Chlorinated Iwrtiutylme-lsoprenf copolymers complying 
with f 177.1420. 

Coro amide t coconut oil Hally arid* amides)..- t percent. 

uSbanM^dfpEZSyS^diauisdr* .... . 1*71 1 ^ut.fartwanly in tulranii'd natural of synlhetia 

rabWr rankM cmopcxviiioiia. 

I 17M740 of this r Imp ter. r*cep* that 
at ion on polymer tmdtfMaR. 

Di 2-ethylhexyl adipate.... . . 

I)i-?-cthyllieiyl N'tuu afr.„. 5 percent. 

IKbetyI eater of sodium rulfasueelnate. 1 percent. 

IMuodf'cy I pbt halat*. . No limitation on amount uiwd but Inr uw only in ciostxra- 

tcaUng ga*kid compositions Hard tn contact with 
Duty food* containing 
aJcchoL 

T>l>naphlhyl-o-|4>rnyVi»rdlanoinr... 

DfpeutameihyknrthiiuamteiraMdnd* 


DUC\C r alkyl) adlpoic . Comply in* with ft I- 

there Is no limitation on polymer t 


no mora than § percent of 


Kfooeaw (technical grade) (water-wlute mixture of pre¬ 
dominantly straight-chain paraffin hydrocarbons av«r 
ocina 20 carbon atoms per molecule) 

KpoiMiirl Uimed oil..... 

KporVUud linseed oil modified with trirarUKic anhy¬ 
dride. 

Fpaxldired fivfllowvr oil ... 

K|MiOdtied tafBowcr oil lucdiftid with triinrllllic anhy¬ 
dride. 

KpnhliiM) fnylsran oJl modified with trlmrliilir anby- 


l fw-rvent. 

n.4 percent; for vm only In vuVamted natural of syn¬ 
thetic rubber xadcH wm pool tom*. 


Kthylenr-|«rvip\ cojiolymaf. 

Ethylene-propylene onxiiOad eoyolynirr elastomers wo 

asgss&f 


... 5 percent 



U 2 VS 2 &; 

(d)(6). 

Kthylruc-vlnyl achate copolymer . 

lllyrrtyl mono-l^-bydroxyslearuU thydrtigcnaled gly¬ 
ceryl riclnoleat*;. 

< MitU'pereha....- 

llrTairirthy Wdetetrmiultio... 

Hexylene flyool... 

Uotiutytooa-Uoprcne copolymer* compiling Willi 1 177.- 
14/0. 

Walelc anhydride polyethylene copolymer. 

Makle anhydride-etyrsne roi>o]yiJicf. 

2,r-MethvknebUhMI-:nnhylcyclobexyl) 



2 percent 

1 percent. 
PS percent 


A percent 
b peeve ut_ 
‘ percent. 


Natural rubber (crepe, latex, mechanical dispersions)- 

a -ciHK>ct»deoen> ]vtorra-hydroiypoly (oxyelhyVsne); the 
octadeoetiyl group i» derived from cdevl alcotml a/d the 
l»oly (otselhylfeie) content averages 20 mole*. 

4.4‘-OxyM* ^aruietie saUrmyibydraiide) M . 

PaftytrutadlaM.... . . 

roly-pdtttitrom benrene (activator lor butyl robber).... 

PolytthylMM glycol 400 esters of fatty acids derived from 
luUmiil and vegetable fats and olb 
rolylsobutjVne comulylng with ft 177.141*0. 

Poffnm l*e»tsmie. 

rotttviuiti prrehkarate.. 


1 percent. 
Oi perceskt. 


Totaarium protiionate 
i and sodluii 


Potasdura a 
Resorcinol.. 


sodium ivrsultate. 


RodiMi ami main deti vat Ires as deft tied In ft 17AJMKb)<S) 
<v) of this chapter lor im only in nminons and polym¬ 
eric coatings on metal subatratee; for all other eves aa 
defined InTl7S.»7aof this chapter. 

Sodium cetyl sulfate.... 

Sodium dncyibemcrifaulfiiitale.. . 

Bothutn deryl sulfate. 

Sodium (umtaldahyde sulfoxylste. 


1 

l percent: for use only in vulcauUad natural or sytitbatts 
rubber {Mid compoalUons. 

1 perrent. 

OiOf. percent. 

1 percent 

1 percent. 

2 percent 

I percent. 

0if4 percent; lor use only as a reactive adjuvant sub¬ 
stance employed In the produrrion of gelaUn bondad 
cord compositions lor use In lining crown cloeurea The 
gelatin so used shall be technical grade or bettor. 


1 percent, 
l MMli 
Uid pare 
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sodium launrl HUM*.. -.. 

Sodium lignin sulfonate. ...... 

Sodium ni)filtyl sulfntr • sodium tetrodecy) lulfatet_ 

Sodium nitrite..... 


Sodium ^pbrnylpbRUie.^*. . ► . . 

sodium ptdyttcry late........ 

Sodium awl potttmium peHtiwhlorophfftale.. 

KNiiiim »H o i irktotwopyl itaphthalememlfonk* arid. 

sodium triderybrulfote..~.. 

sitwV rt id amid©••«••••«••*»• •«•«*••• * • • •. . ••«>•••••• 


T&lkiv f minted-*.—.. .„.**..«**. 

i 

Tri(ml ted mono- and dinonylphenyl) phosphite..._ 

Vinyl eh tncldr* vinyl copolymer... 

7i .i dHullyldlt htorar hamate... 


Table li .—Maximum extractive* totem nee* 

11 it pamper million) 


T>|* of closure-sealing 
1 4Art corn podlUm 


Chloto- Chtnro- Chloro¬ 
form form form 
fraction fraction fraction 
of water of hep of ako- 
cxtrnr- tane ex- hoi M- 
tlrvH* tractive tractive* 


I. Pburtlriml polvmm. Iit- 

Hiidiugunriikatilxedar 
> <iloanl*©d or other wl»© 
cuml natural and syn¬ 
thetic nihlar formed In 
plorr iu overall dl*c* or 
annular ring* from a hot 
melt, «niui ton. planUsol. 
•Tuanlaol, mechanical 

dittamion. or hues. 

t rrriormtd overall dim 
nr annular ring* of plao- 
tirhrd polymer*. In* 
eluding un vulcanized 
natural or syntlieUc 
rubber_ 

J. Preformed overall dUrt or 

annular ring* of vukran- 
u«l t»hmtM*ed i*»ly- 
mm. including natural 

or synthetic ruhtief. 

i Performed overall disc* or 
annular ring* of poly- 
meek or mliMMj»<oafed 
paperboard, 
tnaattc. or metal foil 
Mthatratca... 

3 C’loanm alth sealing 
isukHi or sealing com* 
aa de-x-rihed 
In I. 2. 3. and 4. and In¬ 
cluding paper, paper¬ 
board. and g la-ad ne used 
for dry Ibex la only.__ 


V) '<00 SO 

*0 30 SO 

SO SO SO 

SO '.*20 50 

<*) f*> (») 


1 Fit notability te*l* not applicable. 


I percent. 

<U* pevrenl. 

0.0 per rent. 

0.1* portent. for nae only In annular ring gasket* applied 
in atiucoua dUpmiotia to closure* for rnniaium having 
a capacity of not Irtfl than A gallon*. 

IKftS pel rent. 

s percent. 

O.ltft fief tent. 

ft.2 percent. 

M percent. 

5 percent. 

For one only m» a mlrnnlfjrtc agent In vtlleantred natural 
or synthetic ntldwr gasket rout post (tons at a lr. 
to exceed 4 percent by weight of t he Hastomer content 
of the ruldwr gasket composition. 

1 jiervmt. 

2 percent, 

1 prevent. 


Tables 3 and 4 shall yield net chloroform- 
soluble extractives (corrected for zinc as 
zinc oleatei not to exceed the tolerances 
specified in Table 2. calculated on the 
basis of the water capacity of the con¬ 
tainer on which the closure Is to be 
used. Employ the analytical method de¬ 
scribed in 4 175.300 of this chapter, 
adapting the procedural details to make 
the method applicable to closures; such 
as. for example, placing the closed glass 
container on its side to assure contact of 
the closure’s food-contacting surface 
with the solvent. 


OlS jrtmit; lor am only In vulcanised natural or »yn* 
l hr Ur rutdwT gasket com pool t km*. 


lc> The closure assembly to Include 
the sealing gasket or sealing compound, 
together with any polymeric or resinous 
coating, film. foil, natural cork, or glass 
that forms a part of the food-contact 
surface of the assembly, when extracted 
on a suitable glass container with a sol¬ 
vent or solvents characterizing the type 
of foods, and under conditions of time 
and temperature characterizing the con¬ 
ditions of its use as determined from 


Tahl* a—Trrra or Food 

I. Nonm Iff (pll atiovr .VO), neuron* product*: may 
contain aali or *ugar or both. nnd iortudln* 
nil In*water emulsion* of low- oc high fat content. 
IT. Ai idle ipll A.tlor hr low). lujuoou* products: may 
contain tail or ougnr or both. and including 
oiMn-wa»i-r etnutoiousor low-or high-fat Jontmt. 

III. Affijrau*. acid or nonjv id [foduoll containing freo 

oil or fat: may contain salt, and including water- 
In-oil emulsion* of low- or high-fat content. 

IV. Dairy product* and liiodlfVruDoux: 

A. W «tcr (n-oll emulsion*, high- or Tow-fat. 

II. Oil-ln*wateremulsions, high-or low-fat. 

V. Low mol mure fat* and oil*. 

VI. Beverage*: 

A. Containing alcohol. 

H. Nonalcoholic. 

VIT. Bakery products. 

VIII. Dry solid* (no ©mi-test required!. 


Tabi k 4.— Tc$t procedures with tlmr-frmperatura conditions for determining amount 
of extractives from closure-seating gasket*, using solvents simulating Ig/trs of 
foods and beceragrs 


Conditions of u*a 


Types of food 
(*eo Table 31 


Water (time and 
leinprmturr) 


A. 

n. 

C. 

D. 

K. 


F. 


O. 


High temperature beat-iterlllted 
(e.g.. over 21 T Ft. 

Bolling water-stvriliied. 


Hot flUed or pa*teuri«ed above 

ixr r. 

Hot fllk-d or postfurltcd iwlow 


Room ternprrnture filled and 
stored (no thermal treatment 
In tlie container*. 

Refrigerated storage (no thermal 
treatmrnt In the container). 

Frotou ttomgc (no thermal treat- 
ment In the rontatm-r). 


II. IV-B. 

III. IV-A. VII... 

iiT.—... 


HI. IV-A. 

il Vv-’b; Vi-R.* 

III. IV-A. 

V 


VIA.. 

II. IV-B, Vl-B. 

Til. IV-A.. 

V... 

VI-A. 

I. II III. IV-A. 
IV-B. Vl-B. 

VII. 

VIA. 

I. II. III. IV-B 
Vll.. 


2AfT F, 2 hr._ 

Do. 

212* F. 3(1 min.... 


KtU boiling, cool 
to loir v. 


1W F. 2hr.. 


I2tr F. 24 hr. 


TCT f. is hr. 

TCP F. 24 br. 


Rslraelont 


llrptone ' (time S pci alcohol 
and tempi'ra* (time and tem- 
tune) permturv) 


iioPKlilnr'™; 
Vxr v.io mitilll 


120* P. IS min..* 
Do. 


1 i*T P. in mliu*. 
r>o. 

.WP.Jbr, 

TD* F] *SD mini”! 

Do. 

.120* F, 24 hr. 


TO* P, 30 min...* 
.70* P. 4S hr. 


* Heptane extractant not applicable to closure-seal Jug ga*keu cvcrcoaUd with wax. 
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§ 177.1210 ],4-<>r)ohrxylcnr dimrthyl- 
rnr tcrrphlhalalc anil I.Uyflohrirl. 
fnf dtmelhvlrnr iMiphthalalr copoH- 
nwr. 

Copolymer of 1.4-cyclohexylene dl- 
methylene terephthalate and 1,4-cyclo¬ 
hexylene dimethylene Isophthalate may 
be safely used as an article or component 
of articles used in producing, manufac¬ 
turing. packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of tills section: 

(a) The copolymer Is a basic polyester 
produced by the catalytic condensation 
of dimethyl terephthalate and dimethyl 
isophthalate with cyclohcxancdimetha- 
nol-1.4. to which may have been added 
certain optional substances required in 
its production or added to impart desired 
physical and technical properties. 

<b> The quantity of any optional sub¬ 
stance employed in the production of 
the copolymer does not exceed the 
amount reasonably required to accom¬ 
plish the intended physical or technical 
effect or any limitation further provided. 

(c) Any substance employed in the 
production of the copolymer that is the 
subject of a regulation In Parts 174, 
175, 176, 177. 178 and I 179.45 of this 
chapter conforms with any specification 
in such regulation. 

<d> Substances employed in the pro¬ 
duction of the copolymer include: 

<1> Substances generally recognized 
as safe in food. 

(2) Substances subject to prior sanc¬ 
tion or approval for use in the copolymer 
and used in accordance with such sanc¬ 
tion or approval. 

(3) Substances which by regulation 
in Parts 174. 175. 176, 177. 178 and § 179- 
45 of this chapter may be safely used 
as components of resinous or polymeric 
coatings and film used as food-contact 
surfaces, subject to the provisions of 
such regulation. 

(e> The copolymer conforms with the 
following specifications: 

(1) The copolymer, when extracted 
with distilled water at reflux tempera¬ 
ture for 2 hours, yields total extractives 
not to exceed 0.05 percent. 

<2) The copolymer, when extracted 
with ethyl acetate at reflux temperature 
for 2 hours, yields total extractives not 
to exceed 0.7 percent. 
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<3> The copolymer, when extracted 
with n-hexane at reflux temperature for 
2 hours, yields total extractives not to 
exceed 0 05 percent, 

§ 177.1310 Ethylcne-acrylie arid copoly¬ 
mer*. 

The ethylene-acrylic acid copolymers 
identified in pantraph <a) of this sec¬ 
tion may be safely used as components 
of articles intended for use in contact 
with food subject to the provisions of 
this section. 

• a> For the purpose of this section, 
ethylene-acrylic acid copolymers con¬ 
sist of basic copolymers produced by the 
copolymerizatlon of ethlene and acrylic 
acid such that the finished basic copoly¬ 
mers contain no more than 10 weight- 
percent of total polymer units derived 
from acrylic acid. 

<b> The finished food-contact article, 
when extracted with the solvent or sol¬ 
vents characterizing the type of food and 
under the conditions of its intended use 
as determined from Tables 1 and 2 of 
$ 176.170(c) of this chapter, yields net 
acidified chloroform-soluble extractives 
not to exceed 0.5 milligram per square 
inch of food-contact surface when tested 
by the methods prescribed in $ 177.1330 
(c>. except that net acidified chloroform- 
soluble extractives from paper and 
paperboard complying with 1 176.170 of 
thLs chapter may be corrected for wax. 
petrolatum, and mineral oil as provided 
In 6 176 170(d)(5) <ili> (*» of this chap¬ 
ter. If the finished food-contact article 
Is Itself the subject of a regulation in 
Parts 174, 175, 176. 177, 178 And 9 179 45 
of tills chapter, it shall also comply with 
any specifications and limitations pre¬ 
scribed for it by that regulation. <Notx: 
In testing the finished food-contact 
article, use a separate test sample for 
each extracting solvent.) 

cc> The provisions of this section are 
not applicable to ethylene-acrylic acid 
copolymers used in food-packaging ad¬ 
hesives complying with I 175.105 of this 
chapter. 

§ 177.1320 F.lh>lenc-ctli>l acrylate co¬ 
polymer*. 

Ethylene-ethyl acrylate copolymers 
may be safely used to produce packaging 
materials, containers, and equipment in¬ 
tended for use in producing, manufac¬ 


turing, packing, processing, preparmc. 
treating, packaging, transporting, or 
holding food, in accordance with the 
following prescribed conditions: 

«a> Ethylene-ethyl acrylate copoly¬ 
mers consist of basic resins produced by 
the catalytic copolymerization of ethyl¬ 
ene and ethyl acrylate, to which may 
have been added certain optional sub¬ 
stances to impart desired technological 
properties to the resin. Subject to any 
limitations prescribed In this section, the 
optional substances may include: 

(1) Substances generally recognized as 
safe In food and food packaging. 

(2) Substances the use of which is 
permitted under applicable regulations 
in Parts 170 through 189 of this chapter, 
prior sanction, or approvals. 

<b> The ethyl acrylate content of the 
copolymer does not exceed 8 percent by 
weight unless it is blended with poly¬ 
ethylene or with one or more olefin 
copolymers complying with $ 177.1520 or 
with a mixture of polyethylene and one 
or more olefin copolymers, in such pro¬ 
portions that the ethyl acrylate content 
of the blend does not exceed 8 percent 
by weight, or unless it is used in a coat¬ 
ing complying with 9 175.300 or 1176 170 
of this chapter, in such proportions that 
the ethyl aery 4 late content does not ex¬ 
ceed 8 percent by weight of the finished 
coating. 

<c) Ethylcne-cthyl acrylate copoly¬ 
mers or the blend shall conform to the 
specifications prescribed in paragraph 
(c)(1) of this section and shall meet 
the ethvl acrylate content limits pre¬ 
scribed in paragraph (b) of this section, 
and the extractabllity limits prescribed 
in paragraph <c) <2> of this section, when 
tested by the methods prescribed for 
polyethylene in 9 177.1520. 

(I) Specifications — CD Infrared iden¬ 
tification. Ethylene-ethyl acrylate co¬ 
polymers can be identified by their 
characteristic infrared spectra. 

(II) Quantitative determination of 
ethyl acrylate content. The ethyl acry¬ 
late can be determined bv the infrared 
spectra. Prepare a scan from 10.5 mi¬ 
crons to 12.5 microns. Obtain a base¬ 
line absorbance at 11.6 microns and 
divide bv the plaque thickness to obtain 
absorbance per mil. Prom a previously 
prepared calibration curve, obtain the 
amount of ethyl acrylate present. 
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(ill) Specific gravity. Ethylene-*thy 1 
acrylate copolymers have a specific 
gravity of not less than 0.920 nor more 
than 0.935. aa determined by A.S.T.M. 
Method D-I505. 

(2) Limitations. Ethylene-ethyl acry¬ 
late copolymers or the blend may be 
used In contact with food except as a 
component of articles used for packag¬ 
ing or holding food during cooking pro¬ 
vided they meet the following extracta- 
bUity limits: 

<i> Maximum soluble fraction of 11.3 
percent in xylene after refluxing and 
subsequent cooling to 25* C. 

<ii) Maximum extractable fraction of 
55 percent when extracted with n-hex- 
one at 50* C. 

(d> The provisions of paragraphs <b> 
and <c> (2) of this section are not appli¬ 
cable to ethylene-ethyl acrylate copoly¬ 
mers used in the formulation of ad¬ 
hesives complying with I 175.105 of this 
chapter. 

g 177.1330 Elhylcnr-mrtliarrylir mid co- 
polvmrm, elltylrrtr-nirlhitcrylir aetd- 
' inyl arrlalr copoh mrr», and their 
partial salt*. 

Ethylene-methacrylic acid copolymers. 
cih> lene-methacryllc acid-vinyl acetate 
copolymers, and/or their ammonium, 
calcium magnesium, sodium, and/or 
line partial salts may be safely used as 
articles or components of articles in¬ 
tended for use in contact with food. In 
accordance with the following prescribed 
conditions: 

<a> For the purpose of this section, the 
ethylene-methacrylic acid copolymers 
consist of basic copolymers produced by 
the copolymerization of ethylene and 
methacrylic acid such that the copoly¬ 
mers contain no more than 20 weight 
percent of polymer units derived from 
methacrylic acid, and the ethylcne- 
methacryllc acid-vinyl acetate copoly¬ 
mers consist of basic copolymers pro¬ 
duced by the copolymerization of ethyl¬ 
ene, methacrylic acid, and vinyl acetate 
such that the copolymers contain no 
more than 15 weight percent of polymer 
units derived from methacrylic acid. 

<b> The finished food-contact article, 
when extracted with the solvent or sol¬ 
vents characterl74ng the type of food and 
under the conditions of time and tem¬ 
perature characterizing the conditions of 
Ks intended use as determined from 
tables 1 and 2 of $ 176.170(0 of this 
chapter, yields net acidified chloroform- 
soluble extractives In each extracting 
solvent not to exceed 0.5 milligram per 
square inch of food-con tact surface when 
tested by the methods described in para¬ 
graph <c> of this section; and if the fin¬ 
ished food-contact article is Itself the 
subject of a regulation in Parts 174. 175. 
H6. 177. 178 and f 179.45 of this chap¬ 
ter. tt shall also comply with any speci¬ 
fications and limitations prescribed for 
It by that regulation. (Not*: In testing 
the finished food-con tact article, use a 
separate test sample for each required 
extracting solvent.) 

<c> Analytical methods —(1) Selection 
of extractability conditions. First ascer¬ 
tain the type of food (table 1 of f 176.- 


170(c) of this chapter) that is being 
packed or used in contact with the fin¬ 
ished food-contact article described in 
paragraph (b) of this section, and also 
ascertain the normal conditions of ther¬ 
mal treatment used in packaging or con¬ 
tacting the type of food involved. Using 
table 2 of ft 176.170(0 of this chapter, 
select the food-simulating solvent or sol¬ 
vents and the time-temperature test con¬ 
ditions that correspond to the Intended 
use of the finished food-con tact article. 
Having selected the appropriate food- 
simulating solvent or solvents and time- 
temperature exaggeration over normal 
use. follow the applicable extraction pro¬ 
cedure. 

(2) Reagents —<i) Water . All water 
used in extraction procedures should be 
freshly demineralized (deionized >. dis¬ 
tilled water. 

<ii> n-Heptane. Reagent grade, fresh¬ 
ly redistilled before use. using only ma¬ 
terial boiling at 208* F. 

(ill) Alcohol . 8 or 50 percent <by vol¬ 
ume). prepared from undenatured 95 
percent ethyl alcohol diluted with de¬ 
mineralized (deionized), distilled water. 

(iv) Chloroform. Reagent grade, 
freshly redistilled before use. or a grade 
having an established, consistently low 
blank. 

(3) Selection of test method. The fin¬ 
ished food-contact articles shall be test¬ 
ed either by the extraction cell described 
in the Journal of the Association of Of- 


If when calculated by the equations in 
paragraph (c)<5)(i) ia) and «b» of this 
section, the extractives in milligrams per 
square inch exceed the limitations pre¬ 
scribed in paragraph <b> of this section, 
proceed to paragraph <c)(5Hil> of this 
section (method for determining the 
amount of acidified chloroform-jsoluble 
extractives residue). 

<ii) Acidified chloroform-soluble ex¬ 
tractives residue. Add 3 milUliters of 37 
percent AC8 reagent grade hydrochloric 
acid and 3 milliliters of distilled water 
to the evapox-ating dish containing the 
dried and weighed residue, e. obtained in 
paragraph <c)(5)(i) of this section. Mix 
well so every portion of the residue is 
wetted with the hydrochloric acid solu¬ 
tion. Then add 50 milliliters of chloro¬ 
form. Warm carefully, and filter through 
Whatman No. 41 filter paper (or equiv¬ 
alent) in a Pyrcx (or equivalent) fun¬ 
nel, collecting the filtrate in a clean 
separatory funnel, shake for 1 minute, 
then draw off the chloroform layer into 
a clean tared evaporating dish (platinum 
or Pyrex). Repeat the chloroform ex¬ 
traction, washing the dish, the filter pa¬ 
per. and the separatory funnel with this 
second portion of chloroform. Add this 
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also described In A STM Method F 34- 
63T. or by adapting the in-container 
methods described in i 175.300(e) of this 
chapter. 

<4> Selection of samples . Quadrupli¬ 
cate samples should be tested, using for 
each replicate sample the number of fin¬ 
ished articles with a food-con tact sur¬ 
face nearest to 100 square inches. 

(5) Determination of amount of ex¬ 
tractives—i\) Total residues. At the end 
of the exposure period, remove the test 
container or test cell frpm the oven, if 
any. and combine the solvent for each 
replicate in a clean Pyrex (or equivalent) 
flask or beaker, being sure to rinse the 
test container or cell with a small quan¬ 
tity of clean solvent. Evaporate the food- 
simulating solvents to about 100 milli¬ 
liters in the flask, and transfer to a clean, 
tared evaporating dish (platinum or 
Pyrex). washing the flask three times 
with small portions of solvent used in 
the extraction procedure, and evaporate 
to a few milliliters on a nonsparking, 
low-temperature hotplate. The last few 
milliliters should be evaporated in on 
oven maintained at a temperature of 
221* F. Cool the evaporating dish in a 
desiccator for 30 minutes and weigh the 
residues to the nearest 0.1 milligram, e. 
Calculate the extractives in milligrams 
per square inch of the container or ma¬ 
terial surface. 


filtrate to the original filtrate and evap¬ 
orate the total down to a few milliliters 
on a low-temperature hotplate. The last 
few milliliters should be evaporated in an 
oven maintained at 221 F. Cod the 
evaporating dish in a desiccator for 30 
minutes and weigh to the nearest 0.1 
milligram to get the acidified chloroform- 
soluble extractives residue. e\ This e' 
is substituted for e in the eouations in 
paragraph (c)(5) (1) (a) and <b) of this 
section. 

»d> The provisions of paragraph (b) 
of this section are not applicable to the 
ethylene-methracryUc acid copolymers, 
ethylene-methacrylic acid-vinyl acetate 
copolymers, and or their ammonium, 
calcium, magnesium, sodium, and''or 
zinc partial salts used in food-packing 
adhesives complying with } 175.105 of 
this chapter. 

§ 177.1340 Etli> lone-niello I aery laic co¬ 
polymer re%in*. 

Ethylene-met hvl acrvlatc cooolymer 
resins may be safely used as articles or 
components of articles Intended for use 
in contact with food, in accordance with 
the following prescribed conditions: 

(a) For the purpose of this section. 


(«> M'«i Ut an i #• and tfhpfrcrni alcohol. Milligram* enrartlrei per nquoxr Inch 


(6) Hffdaac. UHUgnuui extractive* per square inch*- 
. (-) <F> 

where: 

r- Milligram* extractive* prr itnmplr »e«ied. 

• •Surface are® mrrd. in uitmre inches. 

F-Fivr. the nUU> of the amount of extractive* removed hy heptane under et never .itr«l timr-temoemturr teat 
condition* compared to lb* amount extracted by a fat or oil tmdrr rxiuwrated condition* of thermal Rtertkf- 
f at ion and tt**. 

Acidified rhlorofortD'Oolublr extractive* residue, 
e* l* substituted for • In thr above equation* when necessary. 
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the ethylene-methyl acrylate copolymer 
resins consist of basic copolymers pro¬ 
duced by the copolymerteatlon of ethyl¬ 
ene and methyl acrylate such that the 
copolymers contain no more than 25 
weight percent of polymer units derived 
from methyl acrylate. 

(b> The finshed food-contact article, 
when extracted with the solvent or sol¬ 
vents characterizing the type of food and 
under the conditions of time and tem¬ 
perature characterizing the conditions of 
its intended use as determined from ta¬ 
bles 1 and 2 of f 170.170(c) of this chap¬ 
ter. yields net chloroform-soluble extrac¬ 
tives (corrected for zinc extractives as 
zinc oleate) in each extracting solvent 
not to exceed 0.5 milligram per square 
inch of food-contact surface when tested 
by the methods described in f 170.170(d) 
of this chapter. If the finished food- 
contact article Is Itself the subject of a 
regulation in Parts 174, 175. 170, 177, 178 
and i 179 45 of this chapter, it shall 
also comply with any specifications and 
limitations prescribed for it by that 
regulation. 

Non.—In testing the fin^hed food-contact 
article, u*e a separate teat sample for each 
required extracting solvent. 

(c> The provisions of this section are 
not applicable to ethylene-methyl acry¬ 
late copolymer resins used in food-pack¬ 
aging adhesives complying with I 175.- 
105 of this chapter. 

§ 177.1350 ElhjlcnMinjI arrlatr co¬ 
poly mer*. 

Ethylene-vinyl acetate copolymers 
may be safely used as articles or compo¬ 
nents of articles Intended for use in pro¬ 
ducing. manufacturing, packing, proc¬ 
essing, preparing, treating, packaging, 
transporting, or holding food in accord¬ 
ance with the following prescribed 
conditions: 

(a) Ethylene-vinyl acetate copolymers 
consist of basic resins produced by the 
catalytic copolymerization of ethylene 
and vinyl acetate to which may have 
been added certain optional substances 
to Impart desired technological or physi¬ 
cal properties to the resin. Subject to 
any limitations prescribed in this sec¬ 
tion, the optional substances may in¬ 
clude: 

(1) Substances generally recognized as 
safe in food and food packaging. 

(2) Substances the use of which is 
permitted under applicable regulations 
in Parts 170 through 189 of this chapter, 
prior sanction, or approvals. 

(3) 8ubstances identified in f 175.300 

(b)(3) (xxv). (xxvi), (xxvii), (xxx). 
and (xxxlii) of this chapter. 

(4) Erucamide as identified in $ 178.- 
3860 of this chapter. 

(b) Ethylene-vinyl acetate copoly¬ 
mers. with or without the optional sub¬ 
stances described in paragraph (a) of 
this section, when extracted with the sol¬ 
vent or solvents characterizing the type 
of food, and under conditions of time 
and temperature characterizing the 
conditions of their intended use os de¬ 
termined from Tables 1 and 2 of 5 178.- 
170(c) of this chapter, shall yield net 


chloroform-soluble extractives corrected 
for zinc as zinc oleate not to exceed 0.5 
milligram per square inch of on appro¬ 
priate sample. 

(c) The provisions of paragraph <b) 
of this section are not applicable to 
ethylene-vinyl acetate copolymers used 
In food-packaging adhesives complying 
with I 175.105 of tills chapter. 

(d) Ethylene-vinyl acetate copoly¬ 
mers may be irradiated under the follow¬ 
ing conditions to produce molecular 
cro&slinking of the polymers to impart 
desired properties such ns increased 
strength and increased ability to shrink 
when exposed to heat: 

(1) Electron beam source of ionizing 
radiation at a maximum energy of 3 mil¬ 
lion electron volts: maximum absorbed 
dose not to exceed 8 megarads. 

(2) The finished food-contact Him 
shall meet the extractives limitations 
prescribed in paragraph (e) (2) of this 
section. 

(3) The ethylene-vinyl acetate co¬ 
polymer films may be further Irradiated 
in accordance with the provisions of 
paragraph (e)(1) of this section: Pro¬ 
dded, That the total accumulated radia¬ 
tion dose from both electron beam and 
gamma ray radiation does not exceed 
8.0 megarads. 

<e> Ethylene-vinyl acetate copolymer 
films intended for contact with food may 
be irradiated to control the growth of 
microorganisms under the following 
conditions: 

(1) Gamma photons emitted from a 
cobalt-60 sealed source in the dose range 
of 0 5-5.0 megarads. 

(2> The irradiated ethylcne-vinvl ace* 
tate copolymer films, when extracted 
with reagent grade n-heptane (freshly 
redistilled before use) according to 
methods described under $ 176.170(d) (3) 
of this chapter, at 75“ F for 30 minutes 
shall yield total extractives not to ex¬ 
ceed 4.5 percent by weight of the film. 

§ 177.1360 Kll»>l<nr-\ in> 1 arrUtc-vinyl 
alcohol ropol) men*. 

Ethylene-vinyl acetate-vinyl alcohol 
copolymers may be safely used as ar¬ 
ticles or components of articles intended 
for use In contact with food, in accord¬ 
ance with the following prescribed 
conditions: 

(a) Ethylene-vinyl acetate-vinyl alco¬ 
hol copolymers are produced by the par¬ 
tial or complete alcoholysis or hydrolysis 
of those ethylene-vinyl acetate copoly¬ 
mers complying with 5 177.1350 and con¬ 
taining a minimum of 55 percent .ethyl¬ 
ene such that the finished ethylene-vinyl 
acetate-vinyl alcohol copolymers will 
contain no more than 30 percent vinyl 
alcohol units by weight. 

(b> The finished food contact article 
shall not exceed 0.005 inch thickness and 
shall contact foods only of the types 
identified in table 1 of 5 176 170(c) of 
this chapter in categories I. II. IV-B, VI. 
VH-B. and vm under the conditions of 
use D through G described in table 2 
of I 176 170(0 of this chapter: Proirtcfed. 
That Aim samples of 0.005 inch thick¬ 
ness representing the finished article 


meet the following extractives limitation 
when tested by ASTM Method F34-63T. 

(1) The Aim when extracted with dis¬ 
tilled water at 70 F for 48 hours yields 
total extractives not to exceed 0 03 milli¬ 
grams per square inch of food-contact 
surface. 

(2) The Aim when extracted with 50 
percent alcohol at 70* F for 48 hours 
yields total extractives not to exceed 
0.04 milligram per square inch of food- 
contact surface. 

(c> The provisions of this section are 
not applicable to ethylene-vinyl acetate- 
vinyl alcohol copolymers used in the food 
packaging adhesives complying with 
S 175 105 of this chapter. 


g 177.1380 Fluorocarbon retina. 


Fluorocarbon resins may be safely 
used as articles or components of articles 
Intended for use in contact with food. In 
accordance with the following prescribed 
conditions: 

(a» For the purpose of this section, 
fluorocarbon resins consist of basic resins 
produced as follows: 

(D Chlorotrifluoroethylene resins pro¬ 
duced by the homopolymeri/ation of 
chlorotrifluoroethylene. 

<2) Chlorotrifluoroethylene-1.1-diflu- 
oroethylene copolymer resins produced 
by copolymerizatlon of chlorotrifluoro¬ 
ethylene and 1,1-difluoroethylene. 

(3) Chlorotrifluorocthylene-l.l-diflu- 
oroethy lent-tetrafluoroethy lene copoly - 
mer resins produced by copolymcrirsitlon 
of chlorotrifluoroethylene. 1.1-dlAuoro- 
ethylene. and tetrafluorocthylene. 

<b> Fluorocarbon resins that are iden¬ 
tified in paragraph <a) of this section 
and that comply with the extractives 
limitations prescribed in paragraph tc) 
of this section may be used as articles 
or components of articles intended for 
use in contact with food. Fluorocarbon 
resins that are identified in paragraph 
(a) of this section and that comply only 
with the extractives limitations pre¬ 
scribed in paragraph <c) *1) and *2) of 
this section may be used when surh use 
is limited to articles or components of 
articles that are intended for repeated 
use in contact with food or that are in¬ 
tended for one-time use in contact with 
food only of the types identified in 
$ 176.170<c) of this chapter, table 1. un¬ 
der types I. II, VI. VII-B. and VIII In 
accordance with good manufacturing 
practice, those food-con tact articles in¬ 
tended for repeated use shall be thor¬ 
oughly cleansed prior to their first use in 
contact with food, 

<c> Extractives limitations are appil- 
cable to the baste resins in the form of 
pellets that have been ground or cut into 
small particles that will pass through a 
US. Standard Sieve No. 6 and that will 
be held on a U S. Standard Sieve No. 


(1) A 100-gram sample of the resin 
pellets, when extracted with 100 milli¬ 
liters of distilled water at refiux tem¬ 
perature for 8 hours, shall yield total ex¬ 
tractives not to exceed 0.003 percent t» 


dght of the resins. 

(2) A 100-gram sample of the ream 
Hots, when extracted with 100 mini- 
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Liters of 50 percent tby volume) ethyl 
alcohol In distilled water at reflux tem¬ 
perature for 8 hours, shall yield total ex¬ 
tractives not to exceed 0 003 percent by 
weight of the resins. 

(3) A 100-gram sample of the resin 
pellets, when extracted with 100 milli¬ 
liters of n -heptane at reflux temperature 
for 8 hours, shall yield total extractives 
not to exceed 0.01 percent by weight of 
the resins. 

§ 177.1100 Hydroxyethyl ecllulo*#* film. 
watrr-triMilublr. 

Water-insoluble hvdroxyethyl cellu¬ 
lose film may be safely used for packag¬ 
ing food in accordance with the follow¬ 
ing prescribed conditions: 

(at Water-insolublehydroxyethylcel¬ 
lulose film consists of a base sheet manu¬ 
factured by the ethoxylatlon of cellulose 
under controlled conditions, to which 
may be added certain optional sub¬ 
stances of a grade of purity suitable for 
use in food packaging as constituents of 
the base sheet or as coatings applied to 
Impart desired technological properties. 

<b> Subject to any limitations pre¬ 
scribed in Parts 170 through 180 of this 
chapter, the optional substances used in 
the base sheet and coating may include: 

(l> Substances generally recognized 
as safe in food. 

<2) Substances permitted to be used 
in water-insoluble hvdroxyethyl cellulose 
film by prior sanction or approval and 
under conditions specified in such sanc¬ 
tions or approval and substances listed 
in 1 181.22 of this chapter. 

<3> Substances that by any regula¬ 
tion promulgated under section 409 of 
Uie act may be safely used as compo¬ 
nents of water-insoluble hydroxyethyl 
cellulose film. 

<4> Substances identified in and used 
in compliance with f 177.1200(c). 

<c> Any substance employed in the 
production of the water-insoluble hy- 
droxyethvl cellulose film described in this 
section that Is the subject of a regulation 
in Parts 174. 175. 170, 177. 178 and 
i 179.45 of this chapter conforms with 
any specification in such regulation. 

§177.1420 (%obiitylew polymer*. 

Isobutylene polymers may be safely 
used as components of articles Intended 
for use in producing, manufacturing, 
packing, processing, preparing, treating. 
Packaging, transporting, or holding food, 
in accordance with the following pre¬ 
scribed conditions: 

<a> For the purpose of this section, 
isobutylene polymers are those produced 
as follows: • 

<1) PolyLsobutylene produced by the 
bomopolvmerlzation of isobutvlene such 
that the finished polvmers have a molec¬ 
ular weight of 750.000 (Flory) or higher. 

*2) Isobutvlene-Lvoprene copolvmers 
produced bv the copolymcrization of iso¬ 
butylene with not more than 3 molar 
percent of isoprouc such that the finished 
polymers have a molecular weight of 
300.000 (Plory) or higher. 

<3) Chlorinated Lsobutylene-isoprenc 
copolymers produced when Uobutvlene- 
tooprene copolymers (molecular weight 


300.000 (Flory) or higher) are modified 
by chlorination with not more than 1.3 
weight-percent of chlorine. 

<b> The polymers identified In para¬ 
graph <a) of this section may contain 
optional adjuvant substances required 
in the production of the polymers. The 
optional adjuvant substances required in 
the production of the polymers may in¬ 
clude substances generally recognized as 
safe In food, substances used in accord¬ 
ance with a prior sanction or approval, 
and aluminum chloride. 

(c) The provisions of this section are 
not applicable to poly isobutylene used 
in food-packaging adhesives complying 
with i 175.105 of this chapter. 

§ 177.1130 iMibuIvlenc-butcnc copoly* 
rocr*. 

Isobutylene-butene copolymers identi¬ 
fied in this section may be safely used as 
components of articles intended for use 
in contact with food In accordance with 
the following prescribed conditions: 

(a> For the purpose of this section, 
isobutylene-butene copolymers consist of 
basic copolymers produced by the copo¬ 
lymerization of Isobutylene with mix¬ 
tures of n-butenes such that the finished 
basic copolymers contain not less than 45 
weight percent of pdlymer units derived 
from isobutylene and meet the following 
specifications: 

(1 > Average molecular weight is In the 
range 300-5.000 as determined by ASTM 
Method D 2503. 

(2) Viscosity is in the range 40-20,000 
seconds Saybolt at 200* P as determined 
by ASTM Method D 445. 

(3) Maximum bromine value is 40 os 
determined by ASTM Method D 1492. 

<b» The isobutylene-butene basic co¬ 
polymers arc limited to use: 

<1> As a release agent in petroleum 
wax complying with 5 178.3710 of this 
chapter. 

(2) As a plasticizer in polyethylene 
complying with i 177.1520 and In poly¬ 
styrene complying with $ 177.1640. 

(3> As a component of nonfood 
articles complying with 175.300. 176.- 
170. 176.210. 177.2260*d) <2*. 177.2800. 
178.3570 (provided that addition to food 
docs not exceed 10 parts per million), 
or } 170.180 of this chapter. 

(c) The provisions of this section are 
not applicable to isobutylene-butene 
copolymers used as provided under 
f 175.105 of this chapter. 

§ 177.1110 4.4 # -f«opro|>v1i(li»nrdip!irnol* 
epirhlorohydrin rwiru minimum 
ni»l(Hulur wciflit 10,000. 

4.4 ’-Isopropylidened iphenol-eplchloro- 
hydrin resins having a minimum molec¬ 
ular weight of 10.000 may be safely used 
as articles or components of articles in¬ 
tended for use in producing, manufac¬ 
turing. packing, processing, preparing, 
treating, packaging, transporting, or 
holding food in accordance with the 
following prescribed conditions: 

<a» 4.4* - Isopropylidenediphenol- 

epichiorohvdrin resins consist of basic 
resins produced by the condensation of 
equimolar amounts of 4 4*-isotropy 1- 
idenediphcnol and eplchlorohydrin ter¬ 
minated with phenol, to w’hich may have 


been added certain optional adjuvant 
substances required in the production of 
the resins. 

<b> The ontional adjuvant substances 
required in the production of the resins 
may include substances generally recog¬ 
nized as safe in food, substances used In 
accordance with a prior sanction or ap¬ 
proval. and the following: 

List of substances Limitation* 

Butyl alcohol_ Not to exceed 300 p p m 

a* residual solvent Ln 
finished resin. 

Ethyl alcohol. .... 

Toluene.... Not to exceed 1.000 p.p.m. 

as residual solvent In 
finished renin 

fc> 4.4‘-IsopropylIdenediphenol - epi- 
chlorohydrin resins shall meet the fol¬ 
lowing nonvolatile extractives limita¬ 
tions: 

(l) Maximum extractable nonvolatile 
fraction of 2 parts per million when ex¬ 
tracted with distilled w f ater at 70* C for 
2 hours, using a volume-to-surface ratio 
of 2 milliliters per square inch- 

<2» Maximum extractable nonvolatile 
fraction of 3 parts per million when ex¬ 
tracted with n -heptane at 70* C for 2 
hours, using a volume-to-surface ratio 
of 2 milliliters per square inch. 

<3) Maximum extractable nonvolatile 
fraction of 6 parts per million when ex¬ 
tracted with 10 percent (by volume) 
ethyl alcohol In distilled w’atcr at 70* C 
for 2 hours, using a volume-to-surfacc 
ratio of 2 milliliters per square inch. 

(d) The provisions of this section are 
not applicable to 4.4*-isopropylldene- 
diphcnol-eplchlorohydrln resins listed 
in other sections of Subchaptcr B of this 
chapter. 


§ 177.1460 MrLtiminr-foriiiuldrliydr ren¬ 
in* in molded article**. 


Melamine-formaldehyde resins may 
be safely used as the food-contact sur¬ 
face of molded articles intended for use 
In producing, manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing. transporting, or holding food in ac¬ 
cordance with the following prescribed 
conditions: 

(a) For the purpose of this section, 
melamine-formaldehyde resins are those 
produced when 1 mole of melamine Is 
made to react with not more than 3 moles 
of formaldehyde in winter solution. 

<b> The resins may be mixed with re¬ 
fined wood pulp and the mixture may 
contain other optional adjuvant sub¬ 
stances w r hich may include the following: 


List of substances 

Dioctyl phtholate_ 

Hcxamethylenetetra - 
mine. 

Phthallc acid anhy¬ 
dride. 

Pigments and color- 
ante Identified -in 
I 1754100(b) (3) 

(xxvt) of this chap¬ 
ter. 

Zinc stearate__ 


Limitations 
For use 04 lubricant. 
For use only aa po¬ 
lymerization reac¬ 
tion control agent 
Do. 


For use as lubricant. 


<c> The molded melamine-formalde¬ 
hyde articles in the finished form in 
which they are to contact food, when 
extracted with the solvent or solvents 


FtOCftAl REGISTER VOL 42, NO. SO—TUESDAY, MARCH IS, 197 7 









14586 


RULES AND REGULATIONS 


characterizing the type of food and 
under the conditions of time and tem¬ 
perature as determined from tables 1 and 
2 of 5 175.300<d) of this chapter, shall 
yield net chloroform-soluble extractives 
not to exceed 0.5 milligram per square 
inch of food-contact surface. 

§ 177.1 180 Nitrilr rubhrr modi tied ncry- 
louitrilc-mrthvl copolymer*. 

Nitrile rubber modified acrylonitrile- 
methyl acrylate copolymers identified in 
this section may be safely used as com¬ 
ponents of articles intended for food- 
contact use under conditions of use D. E. 
P, or G described in table 2 of 5 176.170 
(c> of this chapter, subject to the provi¬ 
sions of this section. 

(a> For the purpose of this section, 
nitrile rubber modified acrylonitrile- 
methyl acrylate copolymers consist of 
basic copolymers produced by the graft 
copolymerization of 73-77 parts by* 
weight of acrylonitrile and 23-27 parts 
by weight of methyl acrylate in the 
presence of 8-10 parts by weight of buta¬ 
diene-acrylonitrile copolymers contain¬ 
ing approximately 70 percent by weight 
of polymer units derived from butadiene. 

fb> The nitrile rubber modified acry¬ 
lonitrile-methyl acrylate basic copoly¬ 
mers meet the following specifications 
and extractives limitations: 

<1> Specifications. ih Nitrogen con¬ 
tent is in the range 16.5-19 percent as 
determined by KJeldahl analysis. 

<111 Intrinsic viscosity in acetonitrile 
at 25* C is not less than 0.29 deciliter 
per gram as determined by ASTM 
Method D 1243-60 

i lli> Residual acrylonitrile monomer 
content is not more than 11 parts per 
million as determined by gas chromatog¬ 
raphy. 

iiv) Acetonitrile-soluble fraction after 
refluxing the base polymer in acetonitrile 
for 1 hour is not greater than 95 percent 
by weight of the basic copoylmers. 

<2) Extractives limitations. The fol¬ 
lowing extractives limitations are deter¬ 
mined by an infrared spectrophotometric 
method, available upon request from the 
Commissioner of Food and Drugs, and 
are applicable to the basic copolymers 
in the form of particles of a size that will 
pass through a U 8 sandard sieve No 6 
and that will be held on a U.8. standard 
sieve No. 10: 

U> Extracted copolymer not to ex¬ 
ceed 2 0 parts per million in aqueous 
extract obtained when a 100-gram 
sample of the basic copolymers is ex¬ 
tracted with 250 milliliters of deminer¬ 
alized < deionized» water at reflux 
temperature for 2 hours. 

< ii * Extracted copolymer not to exceed 
0.5 part per million in n-heptane ex¬ 
tract obtained when a 100-gram sample 
of the basic copolymers is extracted with 
250 milliliters of reagent grade n-heptane 
at reflux temperature for 2 hours. 

<c> Acrylonitrile copolymers identi¬ 
fied in this section shall comply with the 
provisions of § 180.22 of this chapter. 

Nora: 1 177 1480 (formerly f 121.2614 In¬ 
sofar M it pfrrnlu a nitrile rubber modified 
acrylonitrile-methyl acrylate copolymer to be 
used to fabricate beverage containers, was 


stayed by an order published In the FronuL 
Rrourrrm of March II, 1077 (42 FR 135461. 

8 177.1300 Nylon rcain*. 

The nylon resins listed in paragraph 
ia> of this section may be safely used to 
produce articles intended for use in 
processing, handling, and packaging 
food, subject to the provisions of this 
section: 

<a * The nylon resins are manufactured 
as described in this paragraph so as to 
meet the specifications prescribed in 
paragraph <b> of this section when 
tested by the methods described in para¬ 
graph <c> of this section. 

(1) Nylon 66 resins are manufactured 
by the condensation of hcxamethylenc- 
diamine and adipic acid. 

<2> Nylon 610 resins are manufactured 
by the condensation cf hexamethyiene- 
diamlne and sebncic acid. 

43) Nylon e6 610 resins are manufac¬ 
tured by the condensation of equal- 
weight mixtures of nylon 66 salts and 
nylon 610 salts. 

<4* Nylon 6'66 resins are manufac¬ 
tured by the condensation and polymeri¬ 


zation of mixtures of nylon 66 salts and 
epislon -caprolactam under such condi¬ 
tions that the epsilon -caprolactam 
monomer content does not exceed 0 7 
percent by weight of the finished nylon 
6/66 resins. 

<5> Nylon 11 resins arc manufactured 
by the condensation of U-amlnounde- 
canoic acid. 

«6» Nylon 6 resins are manufactured by 
the polymerization of epsilon -caprolac¬ 
tam. 

<7> Nylon 66T resins are manufac¬ 
tured by the condensation of hexa- 
methylencdiamlne, adipic acid, and 
tercphthalic acid such that composition 
In terms of ingredients Is 43.1^0 2 
weight percent hcxamethylencdiamlne, 
35 3 ±1.2 weight percent adipic acid, and 
21 .6 11.2 weight percent terephthalic 
acid. 

(8> Nylon 612 resins arc manufac¬ 
tured by the condensation of hexaxnoth- 
ylenediamine and dodocanedioic acid. 

(9) Nylon 12 resins are manufactured 
by the condensation of omega-laurolac- 
tam. 

<b) Specifications: 


Moil mum ettnwlohfo Curlier: in 


Vvlitfi riMii tti 

Fporlfio 

Mrlting 

pot ut 

ftoluhlllty in 

Iv.ilifaff 1 7 V m 

wlcctcd •otornta (nprmrJ m 
prrenu by wolf ht ol rashi» 

j ivii fcxuip 

fravity 

nS 

belt) 

UWllfig 1 * 

HCI 

Water 

OStWt 

ethyl 

alcohol 

Ethyl 

are* Benign* 
tot# 

1 Nylon 06 rr*iiw. .. 

1.141401* 

475-44* 

Diwlm In 1 h__ 

1.5 

1.5 

0.2 

as 

2 Nylon Sin ream*.. 

.4115 

40MSS 

lntalabl# after Hi . 

1.0 

2.41 

1.0 

1.0 

3 Nylon Cn610 refloa.. 

1. KHr . OW 

375-Xrt 

Dlwim in 1 h_ 

1.5 

2.0 

1.0 

1.0 

4 Nylon e<«6 r*wim . 

SI Nylon II iniiti for tuw in 
article* intended, fee I- 
time use or repealed a«e 
in contact with food. 

1. II ± .015 

4 «H«3 

... do,....--- 

2.0 

2.0 

1.5 

1.5 

1.04 ± .0|5 

355-775 

Imwitahl* after 1 h 

.30 

.35 

.25 

.30 

S.2 Nylon II letlnaforuaennly: 

1.04* .015 

355-375 

..—do-—- 

.35 

1.60 

.35 

.49 


o. In ortkk* InttmM 
for DW in 

ro»iIAfI will! food, 
h. In «4dr-«ru:i; < rrnrnU 
k* nrtkfe* in - 
t»nd«d *»r Mtawt 
U*r in contort with 
fond jum! which urn 
If} rosnulutnrc with 
wr I7SJ0Q of this 


chapter. 

a I Nylnrn e roun§ ... _ 

(l2 Nvton 6 for nsc only 
In (ood-contuct him* lu»v- 
inft an avrnxrc thick*** 
not to rxrced o rtl| in. 

7. N ) km 90T n**l na for iim only 
m food-con! nrt f,lma bav* 
Inf on avrrurt ihlckwi.* 
not to etrerd 0 nnt in. 

a N) km 412 min* for or only 
in omelet lnt«»nd*«i far re¬ 
peated U5« In contort with 
food *! temperotw*« not 
to rtrtcd 21.** F. 

W Nylon 12 nmhr* for tjtc only 
m fuod-cnntar t Mini hav* 
inf on Avrruff thick n*i 
not to nciv*d (LOOlC in, fa* 
irmlcd for un in contort 
w.ih nonalcoholic food 
under th» londtt ion* of um 
A cnicobiatlon not to rt- 
rrrd 30 min at a temper a- 
tu;* not lo «w<l 25<r n. 
B. C. If. E. r. U. and 11. 
of tab)* J of tec. ITtLIftHc) 
of thta dapfif. 


1.15* .015 

»>.M46 

Dlwotve* in 1 h. 

1.0 

2.0 

to 

to 

1.15* .4113 

9r: -446 

do....,. 

1.5 

zo 

to 

1.0 

1.14* .015 

4S2-SM 

InwiluM# lifter 1 It... 

to 

1.0 

.25 

.21 

1.06* .015 

406-420 

..do____ 

.50 

1.50 

•19 

.50 

1.01* .015 

335 355 

- .... 

1.0 

2.0 

1.50 

t* 


<c) Analytical methods —<1) Specific 
Gravity. Specific gravity shall be deter¬ 
mined by weighing a 1-gram to 5-gram 
sample first in air and then in freshly 
boiled distilled water at 23 C - 2* C. 

t2) Melting point. The melting point 
shall be determined as follows: Use a 


hot-stage apparatus. The use of crossed 
nicol prisms with a microscope hot stage 
and reading of the thermometer when 
the birefringence disappears increases 
the accuracy. If the crossed nicol appa¬ 
ratus Is not available, use the lowest 
temperature at which the sample be- 
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comes transparent or the sharp edges or 
corners of the sample become rounded 
as the melting point. In case of doubt 
as to the onset of melting, the sample Is 
prodded with a sharp instrument. If it 
sticks to the heating block, it is con¬ 
sidered to have melted. If the melting 
point Is low. dry the sample in an oven 
at 85’ C for 24 hours in a nitrogen at¬ 
mosphere then repeat the test. 

<3j Solubility in boiling 4.2N HCl. The 
test shall be run on a sample approxi¬ 
mately the size of a l «-inch cube in at 
least 25 milliliters of 4.2 normal hydro¬ 
chloric acid. 

(4) Maximum extractable fraction in 
selected solvent The procedure tor de¬ 
termining the maximum extractable 
fraction of the nylon resins In selected 
solvents is as follows: 

<i> Film should be cut with ordinary 
scissors Into pieces of a convenient size 
such as >/«-lnch squares, for the extrac¬ 
tion tests described in tills section. The 
granules of nylon molding powders are 
in the proper form for the extraction 
tests. Samples of fabricated articles such 
as pjpe, fltttngs, and other similar articles 
must be cut to approximately the size 
of the molding powder. This can be done 
caivenlently by using a small-scale com¬ 
mercial plastics granulator and cutting 
the sample through a screen having i*- 
inch mesh. Fine particles should be sepa¬ 
rated from the cut resin by screening 
through a 20-mesh screen. The material 
retained on the screen is suitable for the 
extraction tests. 

(il) The organic solvents must be of 
American Chemical Society analytical 
reagent grade: distilled water is used. 
Approximately 30 grams of the prepared 
sample is weighed to the nearest milli¬ 
gram. The weighed resin is transferred 
to a 500-milliliter round-bottom flask 
equipped with a reflux condenser. Ap¬ 
proximately 300-miUiUters of solvent is 
added to the flask and the contents re¬ 
fluxed gently for 8 hours with a heating 
mantle. The solvent is then Altered off 
Immediately while still hot. using a 
Buchner funnel approximately 5 inches 
in diameter, a suction flask, and a hard¬ 
ened Alter paper <Whatman No. 50 or 
equivalent*. The paper is w>et with the 
solvent and a slight suction applied Just 
before starting the filtration. The resin 
is washed twice with approximately 100- 
milliliter portions of solvent and the 
combined Altrate and washings are re¬ 
duced to approximately 25 milliliters by 
evaporation at reduced pressure <50 mil¬ 
limeters to 100 millimeters of mercury, 
absolute), heating as necessary* The 
contents of the flask are transferred to 
an evaporation dish < which has been 
held in a vacuum desiccator over an¬ 
hydrous calcium sulfate until constant 
weight has been attained) and care¬ 
fully evaporated to dryness. The weight 
of the solid residue is determined by dif¬ 
ference after holding in a vacuum desic¬ 
cator over anhydrous caiicum sulfate 
until constant weight has been attained. 
The percent of solids extracted is cal¬ 
culated by dividing the weight of the 
solid residue by the weight of the sample 
and multiplying by 100 . 
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8 177.1520 Olefm polynu r*. 

The olcfln polymers listed in para¬ 
graph <a> of this section may be safely 
used as articles or components of articles 
intended for use in contact with food, 
subject to the provisions of this section. 

la) For the purpose of this section, 
olcfln polymers are basic polymers manu¬ 
factured as described in this paragraph, 
so os to meet the specifications prescribed 
in paragraph <c> of this section, when 
tested by the methods described in para¬ 
graph fd) of this section. 

(1) Polypropylene consists of basic 
polymers manufactured by the catalytic 
polymerization of propylene. 

<2> Polyethylene consists of basic 
polymers manufactured by the catalytic 
polymerization of ethylene. 

(3) Olefin basic copolymers consist of 
basic copolymers manufactured by the 
catalytic copolymcrization of: 

(i> Two or more of the 1-alkcncs 
having 2 to 8 carbon atoms. Such olefin 
basic copolymers contain not less than 
96 weight-percent of polymer units de¬ 
rived from ethylene and/or propylene, 
except that oelfin basic copolymers man¬ 
ufactured by the catalytic copolymeriza- 
tlon of two or more of the monomers 
ethylene, propylene. butene-1,2-methyl- 
propene-1, and 2.4.4-trimethylpentene-1 
shall contain not less than 85 weight- 
percent of polymer units derived from 
ethylene and/or propylene: or 
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til) 4-Methy!pentene-l and 1-alkenes 
having 6 to 10 carbon atoms. Such olefin 
basic copolymers shall contain not less 
than 95 molar percent of polymer units 
derived from 4-methylpentene-l; or 

(ill) Ethylene and propylene that may 
contain as modifiers not more than 5 
weight-percent of total polymer units 
derived by copolymerization with one or 
more of the following monomers: 

5- EthyUdlnc-2-nartoornenc. 

6- MeLhylene-2-norborncnc. 

ilv) Ethylene and propylene that may 
contain as a modifier not more than 
4.5 weight percent of total polymer units 
derived by copolymerizatlon with 1.4- 
hexadienc. 

(4> Poly(methylpcntene) consists of 
basic polymers manufactured by the 
catalytic polymerization of 4-niethyl- 
pentenc-1. 

<b> The basic olefin polymers Identi¬ 
fied in paragraph <a) of this section may 
contain optional adjuvant substances re¬ 
quired in the production of such basic 
olefin polymers. The optional adjuvant 
substances required In the production of 
the basic olefin polymers or finished 
food-contact articles may include sub¬ 
stances permitted for such use by appli¬ 
cable regulations in Parts 170 through 
189 of this chapter, substances generally 
recognized as safe in food and food pack¬ 
aging. substances used in accordance 
with a prior sanction or Approval, and 
the following: 


Substance 

7-(2//-Naphtho( 1.2-d j trlazoI-2-yt) • 3 • phenyl- 
coumarln fChemical Abstracts Service Reg¬ 
istry No. 3333-6241 having a melting point of 
250* to 25r C and a nitrogen content of 10.7 
to 11.2 percent. 


<c> Specifications: 


Limitations 

For use as an optical brightener only at 
levels not to exceed 20 ports per million 
by weight of olcfln polymers haring a 
thickness of 0.025 Inch or less and com¬ 
plying with the specifications for Items 
11. 2.1. 3.1, 3.3. and 4 of paragraph <c) 
of this section; and under the condi¬ 
tions described In I 176.170(c) of this 
chapter, table 2 under conditions of tue 
E through O. 


Oleflu polymers 


Density 


ilrlllW* 

Qff*) or 
»oft»nliitf 
JVM.lt <SI»> 
HkfTftt 

Cmttqndr) 


Maximum eitnrtnhlr 
fraction (expressed m 
JNtetUt l»V wesxhl <4 
polyrivn in « brunt* 
st specified 
tew pent! lire* 


Matimum soluble 
fart Km (exj*r««rd ns 
petrent by weurht of 
polymer) m xylene «l 
■perllied temperature* 


l.l Polypropylene. qfiWMtm 


aw-fint ... 


Miviair- 
u*r r. 


•or a so H8H 


SfMIM- 
l«> C. 


1.3 Polyprwnvirrie. iwmrrystnlhu*. tor 
use only to p)*Uir Ur polyethylene 
desrnhed under items 2.1 and Li 
of this table. jirovbled ihiit «Srti 

f ileutk'ired polymers meet the mux* 
mum extractable Part mmi iiiw! max* 

Irnum soluble fraction fperifi* 
canons Jut *m*h tmsir 

polyethylene. 

IJI Polypropylene. norvTVftnlllnr 

Uv only To plft'Utir* polypro¬ 
pylene drsrrthttl by Item 11 of 
this table, provided thst such 
plasticised polymer* meet the 
maximum extractable Iran Inn 
and minimum solntdn fraction. 

•pertA t*! tom prescribed f..r such 
basic polypropylene, and fun Iter 
provided 1 hat turli plastic tied 
polypropylM*e contacts food only 
of thrty jin Identified in ) I7i I7me) 
of this chapter, table 1. under types 
I, II. IV II. Vi-B. Yft-B, amt 
X III; and lor use «t level* not to 
exceed 50 pet bv welxht of any mix¬ 
ture employed as n food-coo tart 
r«»!iu« provided such coattna* 
contort food on hr of the types 
identified tn \ l7«.!7iXc> of this 
chapter table I. under types f, II, 

IV-8. M-B. VII II. and VIlL 
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Olefin polymer* 


TVmity 


Melt inf 

^ Jlnt 
P) or 
■oflentnf 
point (HP) 

i/WfflM 

Cmtiwdf) 


Minimum *xir* iaM* 
fraction (rt|rtwvd iu 
iwenil l»y wrfflit of 
polymer) In n-hrxAn* 

at 

temperature* 


M mi mum 

frnrlitfm 4 «•«preset) W 
perrmt p» vrrtRht of 
polymer) fn %yl»»ne At 
■prrlliwS temperaUUr* 


0 .* 1 - 1.00 ... 


aw -too 


AM-I.W . 


AM-tOO .. 


ac4bS 


DIP: SW- 
35CT C. 
a&i-Aoo .. 


?.| Polyethylene lor use In ankle* that 
contact food e*rept lor usIkWa QMd 
for nocking or IwWui* feud during 
rooking. 

2.2 Polyethylene lor «we in article* m*d 
for packing or holding food during 
oottUnf. 

23 Polyethylme for iw> only m corn* A 85 -tflO 
ponmt of food-contact coating* at 
level* up to and t nr lading so per¬ 
cent by weient at guy mixture em¬ 
ployed a* a lood-contact wating. 

3.1 Olefin copolvmm dnmM In for. 

(aJ(9>(1) of tht* «eriu>ii for use In 
art if W* that contact food except 
for anirle* u-vhJ for packing or lad¬ 
ing food during ronk Jng. 

i: OVefln cocolymrm rWrliiett In for. 

<g)(3)U) of this act firm for tuc In 
ankle* tmrd lor packing w bolding 
food during cooking. 

3 3 Olertn cot*olyrners dcsrrtbed In par. 

<g)(3Xtl) of thi* •ectlou. 

3.4 Olefin tmolyiMra. prtmanly non- 
cryalallme. dfwrtlied in par. (aU3> 
oil) of this section lirovHJcd that 
etscb oh fin polymm limvc a mini¬ 
mum naroeay g*9tgg« titoforttlar 
srrsfht of 12P.0PU a* determined 
by the method drrertbed In | mr. 

<4U5) of thi* secHuti and a mini¬ 
mum Mooney viscosity of IS as 
determined by the method de- 
•■•nhed in par. iditSi of thia •ro¬ 
llon. and further provided that 
i»urh olefin copolymer* contact food 
only of the type* Identified In 
•rc. l?a,l?LMc I of this chapter, 
table |, under lypN I, II, 111, 

IV-B, VI. VII, Vlfl.gnd IX. 

33 o>fiu f<rjxiymer*, primarily ikm- AM-ASO...... 

crynarime. de*cnbed in paragraph 
fa)M)itv) of thia section provided 
I hot such olefin polymer* have a 
minimum viorcniiy avenue nulrc- 
ulnr welyht of U5,*n0 *t» driermliwd 
by Use method described In para- 
irruph (d)(5) of this section, aud 
further provided that such olefin 
polymer) are tv«d o!y m blrinl® 
aitli oleflu polymer* <le*mbcd 
under Items 1.1.11. and 23 at thm 
table at a masurium level of 2&> pet 
by tseiybt. aJ»d provided that Mich 
olefin onpoly mem contact fowl only 
of the type* identified tn 1178.1*0 
4ei of this Hmpter. labfo 1. under 
tyue* 1, II, IV l«. VI, VII X. w*d 
VII at trmperuttues not rjmdlmr 
10fC V, 


15 prt at W C. I Ul pet at 25 " C. 

. 16 pet at Uf C . Do. 

53 prt at MFC. 75 pci at 25 * C. 

. 53imtat5CFC.JOpctal23FL\ 


..... 2.B|ktati(rc........ Do. 


pd at rrftus 73 pci at 25* C. 

temperature. 


4. Polyfmrthylpentene). 


tU -A85 


111* .AM- 
2!At 4 . 


«.® prt at retina 
temperature. 


73 prt at 35* C. 


<d> The analytical methods for deter¬ 
mining whether olefin polymers conform 
to the specifications prescribed In this 
section arc as follows, and are applicable 
to the basic polymer in film form not ex¬ 
ceeding 4 mils in thickness. The film 
to be tested shall be cut into approxi¬ 


mately 1-inch squares by any convenient 
method that avoids contamination by 
dust, dirt, or grease (Note: Do not touch 
samples with bare fingers—use forceps to 
hold or transfer samples >, 

<1> Density . Density shall be de¬ 
termined by ASTM Method D 1505. 


(2) Melting point or softening point— 
fii Melting point. The melting point 
shall be determined by ASTM Method D 
2117-62T. 

fii) Softening point. The softening 
point shall be determined by ASTM 
Method E 28-58T. 

(3) Maximum extractable fraction in 
n-hexone —<0 Olefin Copolymers de¬ 
scribed in paragraph (a)(3)(H) of this 
section , polypropylene . and poly (methyl- 
pentane >. A sample is refluxed in the 
solvent for 2 hours and filtered at the 
boiling point. The filtrate is evaporated 
and the total residue weighed as a 
measure of the solvent extractable 
fraction. 

(a) Apparatus. (J) Erlenmeyer 
flasks. 250-mtUillter. with ground Joint. 

(2) Condensers, Alllhn, 400-mlllimetpr 
jacket, with ground Joint. 

(3) Funnels, ribbed 75-millimeter di¬ 
ameter. stem cut to 40 millimeters. 

(4) Funnels. BUchner type, with 
coarse-porosity fritted disc. 60-milli¬ 
meter diameter. 

<5> Bell Jar for vacuum filtration into 
beaker. 

CM Reagent, n -Hexane, commercial 
grade, specific gravity 0.663-0.667 <20* 
C/20* C). boiling range 66“ C-69* C. 
or equivalent 

(c) Procedure. Weigh 1 gram of 
sample accurately and place in a 250- 
milliliter Erlenmeyer flask containing 
two or three boiling stones. Add 100 
milliliters of solvent attach the fla«k to 
the condenser (use no grease), and re¬ 
flux the mixture for 2 hours. Remove 
the flask from the heat, disconnect the 
rondenser. and Alter rapidly, while still 
hot through a small wad of glass wool 
packed in a short-stem funnel into a 
tared 150-millimeter beaker. Rinse the 
flask and filter with two 10-milliliter 
portions of the hot solvent, and add the 
rinsings to the filtrate. Evaporate the fil¬ 
trate on a stream bath with the aid of a 
stream of nitrogen. Dry the residue in a 
vacuum oven at 110* C for 2 hours, cool 
in a desiccator, and weigh to the nearest 
0 0001 gram. Determine the blank on 
120 milliliters of solvent evaporated in a 
tared 150-mill I liter beaker. Correct the 
sample residue for this blank if signifi¬ 
cant. Calculation: 
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tinni of rolriu# 

— ■ ■ ■ XHX? CT IVtcrtil rttrarUbP with o-hnuy>f. 
Onun* of Mttsjita 


<10 Ole/In copolymers described in 
paragraph <aX3Xi> of this section and 
polyethylene. A sample Is extracted at 
50* C in the solvent for 2 hours and 
filtered. The filtrate Is evaporated and 
the total residue weighed as a measure 
of the solvent extractable fraction. 

<a> Extraction apparatus. Two-liter, 
straight-walled. Pyrex (or equivalent) 
resin kettles, fitted with three-hole 
ground-glass covers are most conven¬ 
ient for this purpose. The cover is fitted 
with a thermometer, a gas-tight stirrer 
driven by an air motor or explosion-proof 
electric motor, and a reflux condenser. 
The kettle is fitted with an electric heat¬ 
ing mantle of appropriate size and shape, 
which is controlled by a variable-voltage 
transformer. 

fb> Evaporating apparatus. Rapid 
evaporation of large volumes of solvent 
requires special precautions to prevent 
contamination by dust. This is facili¬ 
tated by a special "gas" cover consist¬ 
ing of an inverted flat Pyrex crystallizing 
dish of an appropriate size (190 milli¬ 
meters x 100 millimeters) to fit a 1-liter 
beaker. Through the center of the dish 
art staled an inlet tube for preheated, 
oxygen-free nitrogen, and an outlet tube 
located 1 inch off center. Nitrogen is fed 
from the supply source through a coil 
of 1 *-Inch stainless steel tubing im¬ 
mersed in the same steam bath used to 
supply heat for Solvent evaporation. AU 
connections are made with flexible tetra- 
fluoroethylene tubing. 

<c> Reagents — (1) n-Hexane. Spectro- 
grado n -hexane. 

(2) Nitrogen. High-purity dry nitro¬ 
gen containing less than 10 parts per 
million of oxygen. 

<d> Procedure. Transfer 2.5 grams 
(accurately weighed to nearest 0.001 
grum> of the polymer to the resin ket¬ 
tle. Add l liter of solvent and clamp top 
in position. Start water flowing through 
Jacket of the reflux condenser and apply 
air pressure to the stirring motor to pro¬ 
duce vigorous agitation. Turn on heating 
Jacket with transformer set at a pro— 
determined voltage to bring the tem¬ 
perature of the contents to SO* C within 
20-25 minutes. As the thermometer read¬ 
ing approaches 43* C-47* C. reduce the 
voltage to the predetermined setting that 
will just maintain the temperature at 
50* C. Do not overshoot the prescribed 
temperature. Should this occur discard 
the test and start afresh. Exactly 2 hours 
alter the solvent temperature has 
reached 50* C. disconnect the heater, re¬ 
move the resin kettle from the heating 
Jacket, and decant the solvent, while still 
tturm. through a coarse filter paper 


placed on top of a fritted-gloss funnel, 
collecting the filtrate in a tared. glass- 
stoppered Erlenmeyer flask of 1-liter ca¬ 
pacity. Determine the weight of the fil¬ 
trate recovered to the nearest gram. Re¬ 
covery should be at least 90 percent of 
the original solvent. Lasses due to evap¬ 
oration during heating and filtering have 
been found not to exceed 10 percent 
Transfer about half of the solvent filtrate 
to a 1-liter beaker placed on an opening 
in the steam bath and immediately cover 
with the special “gas" cover, the Inlet 
tube of which has been attached with 
flexible tetrafiuoroethylenc tubing to a 
source of high-purity nitrogen in series 
with a stainless steel heating coil im¬ 
mersed directly In the body of the 
steam bath. Maintain a positive flow of 
warm nitrogen gas throughout the evap¬ 
oration of the solvent, adding the re¬ 
mainder of the filtrate from the Erlen¬ 
meyer flask as the evaporation proceeds. 
When the volume of the solvent has been 
reduced to about 50 milliliters, transfer 
the concentrated liquid to a previously 
tared weighing dish of suitable size. Wash 
the beaker twice with 20-30 milliliter 
portions of warm solvent, adding the 
washings to the weighing dish while con¬ 
tinuing to evaporate the remainder of the 
solvent under the gas cover with its flow 
of warm nitrogen directed toward the 
center of the dish. In the event that an 
insoluble residue that cannot be removed 
with warm solvent remains in the beaker, 
it may be necessary to heat with a small 
amount of a higher boiling solvent such 
as benzene or toluene, transferring these 
washings to the weighing dish before 
final evaporation to dryness. Transfer 
the weighing dish with its residue to a 
vacuum desiccator, and allow it to re¬ 
main overnight *at least 12 hours). after 
which the net weight of the dry residue 
is determined to the nearest 0.0001 gram. 
Correct the result for any solvent blank 
equivalent to the nonvolatile matter de¬ 
termined to be contained in the amount 
of solvents used in the test. 

<4) Maximum soluble fraction tn 
xylene —'i> Ole An copolymers described 
in paragraph uiHjxff) of this section. 
polypropylene . and poly(methy(pentene ). 

A sample is dissolved completely tn 
xvlene by heating and stirring in a bottle 
with little free space. The solution Is 
allowed to cool without stirring, where¬ 
upon the insoluble portion precipitates 
and is filtered off; the total solids con¬ 
tent of the filtrate is then determined as 
a measure of the soluble fraction. 

<a> Apparatus. X) Pyrex <or equiv¬ 
alent) reagent bottle. 125-milliliter, 
glass-stoppered. 


< 2) Heating mantle of size for 150- 
milllliter beaker (or suitable aluminum 
block to fit the 125-milliliter bottle de¬ 
scribed in paragraph <d> (4) <i) <£)</) of 
this section. 

(3) Magnetic stirrer for use under the 
heating mantle (combination magnetic 
stirrer and hotplate may be used if 
aluminum block is used in place of heat¬ 
ing mantle). 

(4) Variable-voltage transformer. 7.5 
amperes. 

(5) Tetrafiuoroethylene - resin-coated 
sirring bar, 1-inch long. 

(6> Constant temperature water bath 
maintained at 25* C .♦ 03* C. 

(7> Aluminum dishes. 18 millimeters x 
60 millimeters, disposable. 

(8 > Funnel, Buchner type, with coarse- 
porosily fritted disc, 30-60 millimeter 
diameter. 

<b) Reagent. Xylene with antioxi¬ 
dant. Dissolve 0.020 gram of phenyl-0- 
naphthylamlne in 1 liter of Industrial 
grade xylene having specific gravity 
0.856-0.867 <20* C/20* C> and boiling 
range 123* C-160* C. 

<c) Procedure. Weigh 1 to 2 grams of 
sample to the nearest 0.001 gram and 
place in a 125-milliliter Pyrex reagent 
bottle containing a 1-inch long tetra- 
fiuoroethylenc-resin-coated stirring bar. 
Add 100 milliliters of solvent, set the stop¬ 
per in lightly, and place the bottle in the 
heating mantle or aluminum block main¬ 
tained at a temperature of 120* C. and 
stir with a magnetic stirrer until the 
sample is completely dissolved. Remove 
the bottle from the heat and allow it to 
cool 1 hour in the air, without stirring. 
Then place the bottle in a water bath 
maintained at 25* C ±03* C, and allow 
to stand 1 hour without stirring. Next, 
remove the bottle from the water bath, 
shake, and pour part of the contents into 
the coarse-porosity fritted-glass funnel. 
Apply suction, and draw' 30-40 milliliters 
of filtrate through, adding more slurry 
to the funnel, and catching the filtrate 
in a large test tube, (If the slurry U hard 
to filter, add 10 grams of diatomaceous 
earth filter aid u> the bottle and shake 
vigorously just prior to the filtration.) 
Pipet a suitable aliquot (preferably 20 
milliliters) of the filtrate into a tared 
aluminum disposable dish. Place the dish 
on a steam bath covered with a fresh 
sheet • of aluminum foil and invert a 
short-stemmed 4-inch funnel over the 
dish. Pass nitrogen 'heated If desired) 
down through the funnel at a rate suffi¬ 
cient to just ripple the surface of the 
solvent. When the liquid has evaporated. 
Place the dish in a vacuum oven at 140* 

C and less than 50 millimeters mercury 
pressure for 2 hours. Cool in a desiccator 
and weigh. (Note: If the residue value 
seems high, redry in the vacuum oven 
for one-half hour to ensure complete re¬ 
moval of all xylene solvent.) Calculation: 
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Oram* of rvfldut 100 mlUlUtm 

dram* of sanipi* voIluth) of aliquot In mUUUim 


-XlOO-Pftrent aolabk* In xyfcns 


<ii) Olefin copolymers described in 
paragraph (a)<3»«) o/ this section and 
polyethylene. A sample Is extracted In 
xylene at reflux temperature for 2 hours 
and Altered. The nitrate is evaporated 
and the total residue weighed as a meas¬ 
ure of soluble fraction. 

(a) Apparatus — H) Extraction ap¬ 
paratus. Two-liter, straight-walled Py- 
rex (or equivalent) resin kettles, fitted 
with ground-glass covers, are most con¬ 
venient for this purpose. The cover is 
equipped with a thermometer and an 
efficient reflux condenser. The kettle is 
fitted with an electric heating mantle 
of appropriate size and shape which 
Is controlled by a variable-voltage 
transformer. 

(2) Constant temperature water bath. 
It must be large enough to permit im¬ 
mersion of the extraction kettle and set 
to maintain 25* C± 0,1“ C. 

(3) Evaporating apparatus. Gas cov¬ 
er consisting of a flat Pyrex crystallizing 
dish (190 millimeters x 100 millimeters) 
inverted to At over a 1-liter beaker with 
8-millimeter gas inlet tube sealed 
through center and an outlet tube 1 inch 
off center. The beaker with gas cover 
is Inserted in an electric heating mantle 
equipped with a variable-voltage trans¬ 
former. The outlet tube is attached to 
an efficient condenser mounted on a re¬ 
ceiving Aask for solvent recovery and 
having an outlet for connection to an 
aspirator pump. The heating mantle 
(with the beaker) is mounted on a mag¬ 
netic stirring device. An infrared heat 
lamp is mounted vertically 3-4 inches 
above the gas cover to prevent conden¬ 
sation of the solvent inside the cover. 
Make all connections with Aexible tetra- 
Auoroethylene tubing. 

(b) Reagents —(f) Xylene. American 
Chemical Society .reagent grade that has 
been redistilled through a fractionating 
column to reduce the nonvolatile residue. 

(2) Nitrogen. High-purity dry nitro¬ 
gen containing less than 10 parte per 
million oxygen. 

(c) Procedure. Transfer 5 grams 
:t0.00l gram of sample to the resin ket¬ 
tle, add 1,000 milliliters (840 grams) of 
xylene, and clamp top in position after 
inserting a piece of glass rod to prevent 
bumping during rcAux. 8tart water 
Aowing through the jacket of the reflux 
condenser and apply full voltage <115 
volts) to the heating mantle. When the 
xylene starts to boil, reduce the voltage 
to a level Just sufficient to maintain re¬ 
flux. After refluxing for at least 2 hours, 
disconnect the power source to the man¬ 
tle. remove the kettle, and allow to cool 
in air until the temperature of the con¬ 
tents drops to 50* C. after which the 
kettle may be rapidly cooled to 25* C- 
30* C by immersing in a cold water bath. 
Transfer the kettle to a constant tem¬ 
perature bath set to maintain 25* C 
dbO.l* C. and allow to equilibrate for a 
least 1 hour (may be left overnight if 
convenient). Break up any precipitated 
polymers that may have formed, and 
decant the xylene solution successively 
through a fast Alter paper and then 


through a frittcd-glass Alter into a tared 
1-llter Erlonmeyer Aask. collecting only 
the first 450 milliliters—500 milliliters of 
nitrate (any attempt to collect more of 
the xylene solution usually results In 
clogging the Alter and risking losses). 
Reweigh the Erlcnmeyer Aask and cal¬ 
culate the weight of the nitrate obtained 
to the nearest 0.1 gram. Transfer the 
Altrate. quantitatively, from the Erlen- 
meycr flask to the 1-llter beaker, insert 
the beaker in its heating mantle, add a 
glass-coated magnetic stirring bar. and 
mount the gas cover in place, connecting 
the inlet tube to the nitrogen source and 
the outlet to the condenser of the receiv¬ 
ing flask. Start a flow of nitrogen (2 to 
3 liters per minute) into the gas cover 
and connect an aspirator to the receiver 
using a free-flow rate equivalent to 6-7 
liters of air per minute. With the infrared 
lamp on. adjust the voltage to the heat¬ 
ing mantle to give a distillation rate of 
12-13 milliliters per minute when the 
magnetic stirrer is revolving just fast 
enough to promote good boiling. When 
the volume of solvent in the beaker has 
been reduced to 30-50 milliliters, trans¬ 
fer the concentrated extractive to a suit¬ 
able weighing dish tliAt has been previ¬ 
ously tared (dry). Rinse the beaker twice 
with 10-20 milliliter portions of fresh 
xylene, adding the rinsings to the weigh¬ 
ing dish. Evaporate the remainder of the 
xylene on an electric hotplate set nt low 
heat under the gas cover with a stream 
of nitrogen directed toward the center 
of the dish. Avoid any charring of the 
residue. Transfer the weighing dish to 
a vacuum desiccator at room tempera¬ 
ture and allow to remain under reduced 
pressure for at least 12 hours (over¬ 
night). after which determine the net 
weight of the residue to the nearest 
0.0001 gram. Correct the result for non¬ 
volatile solvent blank obtained by evap¬ 
orating the equivalent amount of xylene 
under identical conditions. Calculate the 
weight of residue originally present In 
the total weight of solvent (840 grams), 
using the appropriate factor based on 
the weight of nitrate evaporated. 

(5) Viscosity average molecular 
weight olefin copolymers described tn 
paragraphs (c)(3) (Ui> and <tv> of this 
section. The viscosity average moleculor 
weight shall be determined from the kin¬ 
ematic viscosity (ASTM Method D 445 
of solutions of the copolymers In solvents 
and at temperatures as follows: 

(l) Olefin polymers described in para¬ 
graph <a) (3) (111) of this section in deca- 
hydronaphthalene at 135* C. 

<ii> Olefin polymers described in para¬ 
graph (a) (3) iiv> of this section in tetra- 
chloroethylene at 30* C. 

(6) Mooney viscosity— olefin copoly¬ 
mers described in paragraph ta>(3)<itf’ 
of this section. Mooney viscosity is deter¬ 
mined by A STM Method D 1646-63. us¬ 
ing the large rotor at a temperature of 
212“ P. except that a temperature of 


•Copies may be obtained from: American 
Society for Testing and Materials, 1016 Race 
Street. Philadelphia. PA 10103. 


260 P shall be used for those copolymers 
whose Mooney vUcoslty cannot be deter¬ 
mined at 212 P. The apparatus contain¬ 
ing the sample is warmed for 1 minute, 
run for 8 minutes, and viscosity mea¬ 
surements are then made. 

<e) Olefin copolvmers described In 
paragraph (a) (3) <i> of this sc tion and 
poly ethylene, alone or in combination, 
may be subjected to Irradiation bom¬ 
bardment from a source not to exceed 
2.3 million volts intensity to cause mo¬ 
lecular crosslinking of the polymers to 
impart desired properties, such as in¬ 
creased strength and increased ability to 
shrink when exposed to heat. 

(f) The olefin polymers identified In 
and complying with this section, when 
used as components of the food-contact 
surface of any article that Is the sub¬ 
ject of a regulation In Parte 174. 175, 176, 
177. 178. and i 179.45 of this chapter, 
shall comply with any specifications and 
limitations prescribed by such regulation 
for the article in the finished form in 
which it Is to contact food. 

(g) The provisions of this section are 
not applicable to olefin polymers identi¬ 
fied in 5 175.105 (c) (5) of this chapter 
and used in food-packaging adhesives 
complying with f 175.105 of this chapter. 


§177.1530 IVrfluorocarbon re*in». 


Perfluorocarbon resins may be safely 
used as articles or components of art! les 
used in producing, manufacturing, pack¬ 
ing. processing, preparing, treating, 
packaging, transporting, or holding food, 
in accordance with the following pre¬ 
scribed conditions: 


(a) Perfluorocarbon resins are pro¬ 
duced by the homopolymerization and/ 
or copolymerization of hexafluoropropyl- 
ene and tetrafluoroethylene. to which 
may have been added certain optional 
substances to impart desired technologi¬ 
cal properties to the resins. Subject to 
any limitations prescribed in this sec¬ 
tion. the optional substances may in¬ 
clude: 

(1) Substances generally recognized 
as safe In food and food packaging 

(2) Substances the use of which is 
permitted under applicable regulations 
in this part, prior sanctions, or approvals. 

<b) Perfluorocarbon resins shall con¬ 
form to the specifications prescribed in 
paragraph (b)(1) of this section and 
shall meet the extractability limits pre¬ 
scribed in paragraph <b> (2) of this sec¬ 
tion. 

(D Specifications— (t> Infrared iden¬ 
tification. Perfluorocarbon resins can 
be identified by their characteristic in- 


rared spectra. 

(ii) Melt viscosity. Perfluorocarbon 
esins have a melt viscosity of not less 
han 10* poises at 380“ C as determined 
y American Society for Testing Mat - 
lals Method D-1238-57T. Melt viscos- 
iy of the copolymers shall not vary more 
han 50 percent within ‘i-hour at 380 

(Ul) Thermal instability index. The 
hermal instability index of the tetra- 
luoroetbyleno hemopolymer shall 
xcced 50 as determined by American 
tociety for Testing Materials Met ho 
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<2> Limitations. Perfluorocarbon res¬ 
ins when extracted at reflux tempera¬ 
tures for 2 hours separately with dis¬ 
tilled water, 50 percent ethanol in water, 
n -heptane, and ethyl acetate shall meet 
the following extractability limits: 

(1) Total extractives not to exceed 
0.2 milligram per square inch. 

(11) Fluoride extractives calculated as 
fluorine not to exceed 0.03 milligram per 
square inch. 

§ 177.1570 Poly-1-butene rc*in* and bu- 
lenc/rthylene copolymer*. 

The poly-1-butene resins and butene/ 
ethylene copolymers Identifled in this 
section may be safely used as articles or 
components of articles intended for use 
m contact with food subject to the pro¬ 
visions of this section. 

(a) Identity. Poly-1-butene resins are 
produced by the catalytic polymerization 
of butene-1 liquid monomer. Butene/ 
ethylene copolymers are produced by the 
cutalytic polymerization of 1-butene 
liquid monomer in the presence of small 
amounts of ethylene monomer so as to 
yield no higher than a 5 weight percent 
concentration of polymer units derived 
from ethylene in the copolymer. 

<b) Specifications and limitations. 
Poly-1-butene resins ond butene ethyl¬ 
ene copolymers shall conform to the 
spec locations prescribed in paragraph 
<b) (1) of this section, and shall meet the 
extractability limits prescribed in para¬ 
graph <b) <2) of this section. 

<1> Specifications—Infrared Iden¬ 
tification. Poly-1-butene resins and 
butene/ ethylene copolymers can be Iden¬ 
tifled by their characteristic infrared 
spectra. 

Oil Viscoshy. Poly-l-butcne resins 
and the butenfe/ethylene copolymers 
have an intrinsic viscosity 1.0 to 3.2 as 
determined by ASTM Method D-1601. 

(ill) Density. Poly-l-butenc resins 
have a density of 0.904 to 0 920 gms/cm*. 
and butene/ethylene copolymers have a 
density of 0.890 to 0.918 gms/cm' as de¬ 
termined by ASTM Method D-1505-63T. 

<lv> Melt index. Poly-1-butene resins 
have a melt index of 0.1 to 24 and the 
butene/cthylene copolymers have a melt 
index of 0.1 to 20 os determined by 
ASTM Method D-1238, Condition E. 

(2) Limitations. Poly-1-butene resins 
and butene /ethylene copolymers for use 
in articles that contact food, and for 
articles used for packing or holding food 
during cooking shall yield no more than 
the following cxtradables: 

U) Poly-l-butene resins and butene/ 
ethylene copolymers may be used as arti¬ 
cles or components of articles intended 
for use in contact with food, provided 
that the maximum cxtractables do not 
exceed 2.5 percent by weight of the poly¬ 
mer when film or molded samples are 
tested for two hours at 50* C In n-hep- 
tane: and provided further that the 
butene/ethylene copolymer contains no 
more than 1.5 percent by weight of 
Polymer units derived from ethylene. 

ill) Butene /ethylene copolymers con¬ 
taining no more than 5 percent by 
weijjht of polymer units derived from 
ethylene may be used in food-contact 
Alms of no more than l mil thickness 
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where such films are manufactured from 
this copolymer blended with polypropy¬ 
lene. complying with f 177.1520. pro¬ 
vided that the finished film contain no 
more than 60 parts butene/ethylene co¬ 
polymer and the maximum extractables 
of the finished film do not exceed 9.3 
percent by weight of the film when ex¬ 
tracted for two hours at 50* C. In n-hep¬ 
tane. 

<iil) Poly-l-butcne resins and butene/ 
ethylene copolymers may be used as arti¬ 
cles or components of articles Intended 
for packaging or holding food during 
cooking, provided that the thickness of 
such polymers in the form In which they 
contact food shall not exceed 4 mils and 
yield maximum cxtractables of not more 
than 2.5 percent by weight of the poly¬ 
mer when films are extracted for two 
hours at 50 C in n-heptane; and pro¬ 
vided further that the butcnc/ethylene 
copolymers contains no more than 1.5 
percent by weight of polymer units de¬ 
rived from ethylene. 

§ 177.1580 Poh carbonate r«**in*. 

Polycarbonate resins may be safely 
used as articles or components of articles 
intended for use in producing, manufac¬ 
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, in accordance with the 
following prescribed conditions: 

(a) Polycarbonate resins are polyes¬ 
ters produced by: 

U) The condensation of 4,4'-iso- 
propylidenedlphcnol and carbonyl chlo¬ 
ride to which may have been added cer¬ 
tain optional adjuvant substances re¬ 
quired in the production of the resins; 
or by 

i2) The reaction or molten 4.4'-iso- 
propylidenediphenoi with molten di¬ 
phenyl carbonate in the presence of the 
disodium salt of 4.4 # -isopropylidenedi- 
phenol. 

<3> The condensation of 4.4'-isopro¬ 
pyl idenedi phenol. carbonyl chloride, and 
0.5 percent weight maximum of a2,«6- 
bis(6-hydroxy-?7i-tolyl mesitoi to which 
may have been added certain optional 
adjuvant substances required in the 
production of branched polycarbonate 
resins. 

*b) The optional adjuvant substances 
required In the production of resins pro¬ 
duced by the methods described in 
paragraph <a) (!) and (3) of this sec¬ 
tion may include substances generally 
recognized as safe in food, substances 
used in accordance with a prior sanction 
or approval, and the following: 


List of xuhatance*: Limitations 


p-ferr-Butylohenol .. _ 

Chloroform _.....___ 

Elhylcn© dlchlorlde_ 

Heptane .. 


Mr thy If re chlcrlde.. 

Monochlorobenren© __ 

Not to ex¬ 


ceed 

600 
ppm 
as re¬ 
sidual 
solvent 

In fin¬ 
ished 

Pyrtdin© . 

renin. 


Trlcthylamin© 
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(c) Polycarbonate resins shall con¬ 
form to the specification prescribed in 
paragraph <cMl) of this section and 
shall meet the extractives limitations 
prescribed In paragraph (c)(2) of this 
section. 

(1> Specification. Polycarbonate res¬ 
ins can be identified by their character¬ 
istic Infrared spectrum. 

(2) Extractives limitations. The poly¬ 
carbonate resins to be tested shall be 
ground or cut into small particles that 
will pass through a U.8. standard sieve 
No. 6 and that will be held on a US. 
standard sieve No. 10. 

<i> Polycarbonate resins, when ex¬ 
tracted with distilled water at reflux 
temperature for 6 hours, shall yield total 
extractives not to exceed 0 15 percent by 
weight of the resins. 

*11 > Polycarbonate resins, when ex¬ 
tracted with 50 percent (by volume) 
cthvl alcohol In distilled water at reflux 
temperature for 6 hours, shall yield total 
extractives not to exceed 0.15 percent 
by weight of the resins. 

(ill) Polycarbonate resins, when ex¬ 
tracted with n-heptane at reflux tem¬ 
perature for 6 hours, shall yield total 
extractives not to exceed 0.15 percent by 
weight of the resins. 

§177.1390 Polyester cla*lomcr». 

The polyester elastomers identified in 
paragraph (a) of this section may be 
safely u*ed as the food-contact surface 
of articles intended for use in contact 
with bulk auantitics of dry food of the 
type identified in * 176.170(0 of this 
chapter, table 1. under type VIII, In ac¬ 
cordance with the following prescribed 
conditions: 

(a) For the purpose of this section, 
polyester elastomers are those produced 
by the ester exchange reaction when one 
or more of the following phthalates— 
dimethyl tcrephthalate. dimethyl or- 
thophthalate. and dimethyl isonhlha- 
late—is made to react with alpha-hydro¬ 
omega-h ydroxy poly (oxyte tromethylene) 
and/or 1.4-butanediol such tliat the fin¬ 
ished elastomer has a number average 
molecular weight between 20.000 and 
30.000. 

(b) Optional adiuvant substances em¬ 
ployed in the production of the polyester 
elastomers or added thereto to Impart 
desired technical or physical properties 
may include the following substances: 

List of substances: Limitations 

4.4* - BXsialnha, Per us© only as so 
alpfca-dlmethyl- antioxidant, 

benryl) dtphen- 
ylarolne. 

Tetrabutyl tit*- For us© onty as a 
nat©_ cAtAlywt. 

(c> An appropriate sample of the 
finished polyester elastomer in the form 
in which it contacts food, when subjected 
to method 6191 in Federal Test Method 
Standard No. 141. u*ing No. 50 Emery 
abrasive in lieu of Ottawa sand, shall 
exhibit an abrasion coefficient of not less 
than 100 liters per mil of thickness. 

§ 177.1600 Polyethrlenc rr«im t rarhoxyl 

modified. 

Carboxyl-modified polyethylene resins 
may be safely used as the food-contact 


i 
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surface of articles intended for use in 
contact with food in accordance with 
the following prescribed conditions: 

(a) For the purpose of this section, 
carboxyl-modifled polyethylene resins 
consist of basic polymers produced when 
ethylene-methyl acrylate basic copoly¬ 
mers, containing no more than 25 weight 
percent of polymer units derived from 
methyl acrylate, are made to react in an 
aqueous medium with one or more of 
the following substances: 

Ammonium hydroxide 

Calcium carbonate. 

Potassium hydroxide. 

Sodium hydroxide. 

(b) The finished food-con tact article, 
when extracted with the solvent or sol¬ 
vents characterizing the type of food 
and under the conditions of time and 
temperature characterizing the condi¬ 
tions of its Intended use as determined 
from tables 1 and 2 of f 176.170(c) of 
this chapter, yields total extractives in 
each extracting solvent not to exceed 0 5 
milligram per square inch of food- 
contact surface os determined by the 
methods described In $ 176.170(d) of this 
chapter: and if the finished food-contact 
article Is itself the subject of a regulation 
In Parts 174, 175, 176, 177, 178 and 
1 179.45 of this chapter, it shall also 
comply with any specifications and limi¬ 
tations prescribed for it by that regula¬ 
tion. In testing the finished food-contact 
articles, a separate test sample is to be 
used for each required extracting solvent. 

<c) The provisions of paragraph (b> 
of this section are not applicable to 
carboxyl-modified polyethylene resins 
used In food-packaging adhesives com¬ 
plying with 8 175.105 of this chapter. 

8 177.1610 Polyethylene, chlorinated. 

Chlorinated polyethylene Identified in 
this section may be safely used as ar¬ 
ticles or components of articles that con¬ 
tact food, except lor articles used for 
packing or holding food during cooking, 
subject to the provisions of this section. 

(a) For the purpose of this section, 
chlorinated polyethylene consists of basic 
polymers produced by the direct chlorin¬ 
ation of polyethylene conforming to the 
density, maximum n-hexane extractable 
fraction, and maximum xylene soluble 
fraction specifications prescribed under 
Item 2.1 of the table in 1 177.1520(c). 
8uch chlorinated polyethylene contains a 
maximum of 60 percent by weight of 
total chlorine, as determined by ASTM 
Method D 1303-55. and has a 7.0 percent 
maximum extractable fraction in n-hex- 
ane at 50* C as determined by the 
method described in 8 177.1520(d) (3) <tl>. 

(b) Chlorinated polyethylene may be 
used in contact with all types of food, 
except that when used in contact with 
fatty food of types in. IV-A, V. VTI-A, 
and DC described in table 1 of $ 176.170 

(c) of this chapter, chlorinated polye¬ 
thylene is limited to use only as a modi¬ 
fier admixed at levels not exceeding 15 
weight percent in plastic articles pre¬ 
pared from polyvinyl chloride and/or 
from vinyl chloride copolymers comply¬ 
ing with 8 177.1980. 
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g 177.1620 Polyethylene, oxidized. 

Oxidized polyethylene identified in 
paragraph <a> of this section may be 
safely used as a component of food- 
contact articles, in accordance with the 
following prescribed conditions: 

<a) Oxidized polyethylene Is the basic 
resin produced by the mild air oxidation 
of polyethylene conforming to the den¬ 
sity. maximum n-hexane extractable 
fraction, and maximum xylene soluble 
fraction specifications prescribed under 
item 2.3 of the table in 1 177.1520(c). 
Such oxidized polyethylene has a mini¬ 
mum number average molecular weight 
of 1.200, as determined by high tempera¬ 
ture vapor pressure osmometry, contains 
a maximum of 5 percent by weight of 
total oxygen, and has an acid value of 
9 to 19. 

<b) The finished food-contact article, 
when extracted with the solvent or sol¬ 
vents characterizing the type of food and 
under the conditions of time and tem¬ 
perature characterizing the conditions 
of its intended use as determined from 
tables 1 and 2 of 8 176.170(0 of this 
chapter, yields net acidified chloroform- 
soluble extractives not to exceed 0.5 mil¬ 
ligram per square inch of food-contact 
surface when tested by the methods de¬ 
scribed in 1 177.1330<c). except that net 
acidified chloroform-soluble extractives 
from paper and paperboard complying 
with 8 176.170 of this chapter may be 
corrected for wax. petrolatum, and 
mineral oil as provided in 8 176.170(d) 
(5><Ul)(b) of this chapter. If the fin¬ 
ished food-contact article is Itself the 
subject of a regulation in Parts 174, 175, 
176.177.178 and 8 179.45 of this chapter, 
it shall also comply with any specifica¬ 
tions and limitations prescribed for it by 
such regulations. (Note: In testing the 
finished food-contact article, use a sep¬ 
arate test sample for each extracting 
solvent.) 

(c) The provisions of this section are 
not applicable to oxidized polyethylene 
used as provided in 88 175.105 and 176 - 
210 of this chapter, and 8 177.2800. The 
provisions of paragraph (b) of this sec¬ 
tion are not applicable to oxidized 
polyethylene used as provided In 88 175.- 
125 and 176.170(a)(5) of this chapter 
and 8 177.1200. 

8 177.1630 Polyethylene plithaUte poly¬ 
mer*. 

Polyethylene phthalate polymers iden¬ 
tified In this section may be safely used 
as. or components of plastics (films, arti¬ 
cles, or fabric) Intended for use in con¬ 
tact with food in accordance with the 
following prescribed conditions: 

(a> Polyethylene phthalate films con¬ 
sist of a base sheet of ethylene tereph - 
thalate polymer or ethylene terephthal- 
ate-isophthalate copolymers, to which 
have been added optional substances, 
either as constituents of the base sheet 
or as constltutents of coatings applied to 
the base sheet. 

(b) Polyethylene phthalate articles 
consist of a base polymer of ethylene ter- 
ephthalate polymer to which have been 
added optional substances, either as con¬ 


stituents of the base polymer or as con¬ 
stituents of coatings applied to the base 
polymer. 

(c) (1) Polyethylene phthalate spun- 
bonded nonwoven fabric consist of con¬ 
tinuous filaments of ethylene tereph - 
thalate polymer and ethylene tereph- 
thalate-isoph thalate copolymer to which 
may have been added optional adjuvant 
substances required In their preparation 
and finishing. 

(2) The ethylene tereph thalate-iso- 
phthalate copolymer component of the 
fabric shall not exceed 25 percent by 
weight. The filaments may be blended 
with other fibers regulated for the spe¬ 
cific use and the spunbonded fabric may 
be further bonded by application of heat 
and/or pressure. 

(3) The fabric shall be used only in 
accordance with paragraph (i) of this 
section. 

<d) The quantity of any optional sub¬ 
stance employed in the production of 
polyethylene phthalate plastics does not 
exceed the amount reasonably required 
to accomplish the intended physical or 
technical effect or any limitation further 
provided. Any substance employed in the 
production of polyethylene phthalate 
plastics that is the subject of a regulation 
in Parte 174. 175. 176, 177, 178 and 
179 of this chapter conforms with any 
specification in such regulation. 

(e) Substances employed in the pro¬ 
duction of polyethylene phthalate plas¬ 
tics include: 

(1» Substances generally recognized 
as safe in food. 

(2) Substances subject to prior sanc¬ 
tion or approval for use In polyethylene 
phthalate plastics and used in accord¬ 
ance with such sanction or approval. 

(3) Substances which by regulation 
in Parte 174, 175, 176. 177. 178 and 
8 179.45 of this chapter may be safely 
used as components of resinous or poly¬ 
meric food-contact surfaces subject to 
the provisions of such regulation. 

(4) Substances identified in this para¬ 
graph (d)(4) subject to the limitations 
prescribed: 

Lot or Substances and Limitations 

(I) B*se sheet: 

Ethylene tereph thalate copolymers Prepared 
by the condensation of dimethyl tereph - 
thalate or terephthallc acid with ethylene 
glycol, modified with one or more of the 
following: Azelalc acid, dimethyl azelute. 
dimethyl aebacate. aebaclc acid. 

Ethylene terephthalate-teophthalate co¬ 
polymers: Prepared by the condensation of 
dimethyl terepluhalat* and dimethyl 
laophthalate with ethylene glycol or tereph- 
thallc acid and laophthallc acid with 
ethylene glycol. The finished copolymer* 
contain 77-83 weight percent of polymer 
units derived from ethylene tereph thalate 

(II) Base sheet and base polymer: 
Ethylene tereph thalate polymer: Prepared 

by the condensation of dimethyl tereph- 
thalate and ethylene glycol. 

Ethylene tereph thalate polymer: Prepared by 
the condensation of terephthallc acid and 
ethylene glycol. 

(ill) Coatings: 

2-Ethylhexyl acrylate copolymerized with one 
or more of the following: 

Acrylonitrile. 
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Continued 
Mctfcacrylonltrtlo. 

Methyl acrylate. 

Methyl methacrylate, 
luconlc acid. 

Vtnylidcne chloride copolymer I red with one 
or more of the following: 

Methacryllc acid and 1U methyl, ethyl, 
propyl, butyl, or octyl eaters. 

Acrylic acid and lta methyl, ethyl, propyl, 
butyl, or octyl esters. 

Acrylonitrile. • 

Methacrylonl trlle. 

Vinyl chloride, 
luconlc add. 

(Iv) Emulsifiers: 

Sodium dodecylbcnxenesulfonate: As an ad¬ 
juvant In the application of coatings to 
the base sheet or baae polymer. 

Sodium lauryl sulfate: As an Adjuvant In the 
application of coatings to the base sheet 
or base polymer. 

if) Polyethylene phthalate plastic* 
conforming with the specifications pre¬ 
scribed in paragraph <f> U> of this sec¬ 
tion are used as provided in paragraph 
(f) (3) of this section: 

Cl) Specifications . (i) The food con¬ 
tact surface, when exposed to distilled 
water at 250* F for 2 hours, yields 
chloroform-soluble extractives not to ex¬ 
ceed 0.5 mg/in* of food contact surface 
exposed to the solvent; and 
(ii) The food contact surface, when ex¬ 
posed to n-heptane at 150* F for 2 hours, 
yields chloroform-soluble extractives not 
to exceed 0.5 mg/in* of food contact sur¬ 
face exposed to the solvent. 

<2) Conditions of use . The plastics are 
used for packaging, transporting, or 
holding food, excluding alcoholic bever¬ 
ages. at temperatures not to exceed 
250* F. 

<g) Polyethylene phthalate plastics 
conforming with the specifications pre¬ 
scribed in paragraph (g)(1) of this sec¬ 
tion arc used os provided in paragraph 
<g><2) of this section. 

<1> Sjjeci/lccffcms. (i) The food 
contact surface meets the specifications 
in paragraph (f)(1) of this section; and 
<U> The food contact surface when 
exposed to 50 percent ethyl alcohol at 
120" P for 24 hours, yields chloroform- 
soluble extractives not to exceed 
0-5 mg'in* of food contact surface ex¬ 
posed to the solvent. 

<2> Conditions of use . The plastics 
are used for packaging, transporting, or 
holding alcoholic beverages that do not 
exceed 50 percent alcohol by volume. 

<h> Uncoated polyethylene phthalate 
plastics consisting of a base sheet 
or base polymer prepared as prescribed 
from substances identified in para¬ 
graphs <eX4) (i) and (ii) of this sec¬ 
tion and conforming with the specifi¬ 
cations prescribed in paragraph <hXl> 
of this section are used as provided in 
paragraph <hX2> of this section: 

<1> Specifications. (1) The food 
contact surface, when exposed to dis¬ 
tilled water at 250” F for 2 hours yields 
chloroform-soluble extractives not to 
exceed 0.02 milligram/inch 2 of food con¬ 
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tact surface exposed to the solvent; and 

(ii) The food contact surface, when 
exposed to n-heptane at 150* F for 2 
hours, yields chloroform-soluble extrac¬ 
tives not to exceed 0.02 milligram /inch* 
of food contact surface exposed to the 
solvent. 

(2) Conditions of tise. The plastics 
are used to contain foods during oven 
baking or oven cooking at temperatures 
above 250" F. 

(i> Polyethylene phthalate fabric, 
Identified in paragraph <c) of this sec¬ 
tion and conforming with the specifica¬ 
tions prescribed In paragraph Cl)(l) of 
this section, is used only as provided in 
paragraph (1) (2) of this section. 

Cl) Specifications. Chloroform-soluble 
extractives shall not exceed 0.2 milli¬ 
gram/ inch’ of food-contact surface when 
exposed to the following solvents at tem¬ 
peratures and times indicated: 

(1) Distilled water at 212" F for 2 
hours. 

(ii) «-Heptane at 150" F for 2 hours. 

(ill) 50 percent ethyl alcohol at 120" 
F for 24 hours. 

(2) Conditions of use. The plastics are 
intended for: 

(i) Dry food contact. 

(11) Bulk food (excluding alcoholic 
beverages) repeated use applications, in¬ 
cluding filtration, at temperatures not 
exceeding 212 # F. 

(ill) Filtration of bulk alcoholic bev¬ 
erages, not exceeding 50 percent alcohol 
by volume, at temperatures not exceed¬ 
ing 120" F. 

§ 177.1640 Polystyrene and rtilibrr- 
modi fil'd polyHvrrnr. 

Polystyrene and rubber-modified 
polystyrene identified In this section 
may be safely used as components of arti¬ 
cles intended for use in contact with 
food, subject to the provisions of this 
section. 

(a) Identity. For the purposes of this 
section, polystyrene and rubber-modified 
polystyrene are basic polymers manufac¬ 
tured as described in this paragraph so 
as to meet the specifications prescribed 
in paragraph <c) of this section when 
tested by the method described in para¬ 
graph (d) of this section. 

(1) Polystyrene consists of basic 
polymers produced by the polymerization 
of styrene. 

(2) Rubber-modified polystyrene con¬ 
sists of basic polymers produced by com¬ 
bining styrene-butadiene copolymers 
and/or polybutadiene with polystyrene, 
either during or after polymerization of 
tlie polystyrene, such that the finished 
basic polymers contain not less than 75 
weight percent of total polymer units 
derived from styrene monomer. 

(b) Optional adjuvants. The basic 
polymers identified m paragraph <a> of 
this section may contain optional adju¬ 
vant substances required in the produc¬ 
tion of such basic polymers. Such op¬ 
tional adjuvant substances may include 
substances permitted for such use by 
regulations in Parts 170 through 189 of 
this chapter, substances generally recog¬ 
nized as safe in food, and substances used 
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in accordance with a prior sanction or 
approval. 

(c) Specifications. (1) Polystyrene 
basic polymers identified in paragraph 
(axl) of this section shall contain not 
more than 1 weight percent of total 
residual styrene monomer, as determined 
by the method described in paragraph 
(d> of this section, except that when 
used in contact with fatty foods of types 
IU. IV-A. V, VII-A. and DC described in 
table 1 of § 176.170(c) of this chapter, 
such polystyrene basic polymers shall 
contain not more than 0.5 weight percent 
of total residual styrene monomer. 

(2) Rubber-modified polystyrene basic 
polymers identified in paragraph ta) (2) 
of this section shall contain not more 
than 0.5 weight percent of total residual 
styrene monomer, as determined by the 
method described in paragraph <d) of 
this section. 

(d) Analytical method for determina¬ 
tion of total residual styrene monomer 
content—(l) Scope . This method Is 
suitable for the determination of residual 
styrene monomer in all types of styrene 
polymers. 

(2> Principle. The sample Ls dissolved 
In methylene chloride. An aliquot of the 
solution Is injected into a gas chroma¬ 
tograph. The amount of styrene mono¬ 
mer present is determined from the area 
of the resulting peak. 

(3) Apparatus — (l) Gas chroma¬ 
tograph. Beckman GC-2A gas chroma¬ 
tograph with hydrogen flame detector or 
apparatus of equivalent sensitivity. 

(ii) Chromatograph column. One- 
quarter inch outside diameter stainless 
steel tubing (0.028 inch wall thickness). 
4 feet in length, packed with 20 percent 
polyethylene glycol (20.000 molecular 
weight) on alkaline treated 60-80 mesh 
firebrick. 

(ill) Recorder. Millivolt range of 0-1, 
chart speed of 30 Inches per hour. 

(4) Reagents. Compressed air, puri¬ 
fied; helium gas; hydrogen gas; meth¬ 
ylene chloride, redistilled; and styrene 
monomer, redistilled. 

<5> Operating conditions for the gas 
chromatograph. (1) The column is oper¬ 
ated At a temperature of 100" C with a 
helium flow rate of 82 milliliters per 
minute. 

<ii> The hydrogen burner ls operated 
with 15 pounds per square inch of air 
pressure and 7 pounds per square inch 
of hydrogen pressure. 

(ill) The attenuation of the hydrogen 
flame detector Is set at 2 x 10*. 

<6> Standardisation. (1) Prepare a 
standard solution by weighing accurately 
15 to 20 milligrams of styrene monomer 
into a 2-ouncc bottle containing 25.0 
milliliters of methylene chloride. Cap the 
bottle tightly and shake to thoroughly 
mix the solution. 

(ill By means of & microliter syringe, 
inject 1 mi;roliter of the standard solu¬ 
tion Into the gas chromatograph. Meas¬ 
ure the area of the styrene monomer 
peak which emerges after approximately 
12 minutes. 

(7) Procedure. <i) Transfer 1 gram of 
sample i accurately weighed to the near¬ 
est 0.001 gram to a 2-ounce bottle and 
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add several glass beads. Pipette 25.0 
milliliters of methylene chloride into the 
bottle. Cap the bottle tightly and place 
on a mechanical shaker. Shake until the 
polymer Is completely dissolved. If any 
Insoluble residue remains, allow the bot¬ 
tle to stand (or centrifuge at a low 
speed) until a clear supernatant layer 
appears. 


Percent roiduol ttyrene 


(11) By means of a microliter syringe, 
inject 3 microliters of the clear super¬ 
natant liquid into the gas chromato- 
gar ph. 

(ill) Measure the area of the resulting 
styrene monomer peak. Compare the 
sample peak area with the area produced 
by the standard styrene monomer solu¬ 
tion. Calculation: 


MllUfrauu monomrf In 
•UnrtirdXpeftk «rpa of aomplft 

Peak nrr a of monomer standard 
Xsample wrl*hi lo <ramsX30 


fe) Other specifications and limita¬ 
tions. The polystyrene and rubber-modi¬ 
fied polystyrene identified in and com¬ 
plying with this section, when used as 
components of the food-contact surface 
of any article that Is the subject of a 
regulation in Parts 174. 175. 176. 177. 178 
and 9 179.45 of this chapter, shall com¬ 
ply with any specifications and limita¬ 
tions prescribed by such regulation for 
the article in the finished form in which 
it is to contact food. 

(f) Sonapplicability. The provisions of 
this section are not applicable to poly¬ 
styrene and rubber-modified polystyrene 
used in food-packaging adhesives com¬ 
plying with 9 175.105 of this chapter. 

§ 177.1650 Polyaulfide polymcr-poljr* 
rpoxy rcMn«. 

Polysulfide polymer-polyepoxy resins 
may be safely used as the food-contact 
surface of articles intended for pack¬ 


aging. transporting, holding, or other¬ 
wise contacting dry food, in accordance 
with the following prescribed conditions: 

(a) Poly sulfide poly mer-polyepoxy 
resins are the reaction products of liquid 
polysulflde polymers and poly functional 
epoxide resins, cured with the aid of 
tri(dimethylaminomethyi) phenol, to 
which have been added certain optional 
substances to impart desired techno¬ 
logical properties to the resins. Sub¬ 
ject to any limitations prescribed in tills 
section, the optional substances may in-, 
elude: 

(1) Substances generally recognized 
as safe in food and food packaging. 

(2) Substances the use of which Is 
permuted under applicable regulations 
in this part, prior sanctions, or ap¬ 
provals. 

<3> Substances named in this sub- 
paragraph and further identified as re¬ 
quired : 


LUi o f tuMtucft 

BUi?<hloro*<hyl} formal ... 

Btvdlchloropropyl) formal.... 

Btitvl tUrobol . 

Cartxm block (rhanttri procnw)........ 

Chlorimml panfRns.. 

Kpoildifccd Imstcd oil... a. .. 

EpotJditod toybtan oil.. . 

fcpoty (ns listed In 1175JOO(b) (I) ctIII)<«) of this 

charier). 

Ethylrn* glycol monobntyl other... 

Mncntflium chlnrtdo.... 

Mothyl hobutyl ketone... 

Naphthalan* sulfonic ncM-formaldehyde coodramte, so¬ 
dium nit. 

Sodium dilHityl naphthalene sulfonate. 

Sodium hydramlGde.... 

Sodium polysnl'Vde...... 

0,S\v,>*-TiMr*rhloro normal propyl ethor. 

Titanium dkicide..... 

Toluene....... 

TnrMnrorthanr..... 

I.?,j-Trlrhlneopropone...... 

lrra-focmakli*h>dc rwlns...... 

Xylene... 


Cft*s llnlHt« agent. 
Solvent. 

CrcHO-Unklnc aernt. 


Solvent. 

Solvent. 


Wetting agrnt. 


Cross'll nkir^r acent. 
Solvent. 

CrMft-Unktng agent. 
CroaMinklng agent. 


Solvent. 


/.imttothm 


(b> The resins are used as the food- 
contact surface for dry food. 

<c> An appropriate sample of the 
finished resin in the form in which it 
contacts food, when subjected to Method 
6191 in Federal Test Method Standard 
No. 141. published in "Varnish. Lacquer, 
and Related Materials—Methods of In¬ 
spection and Sampling" (General Serv¬ 
ices Administration. Washington 25. 
D.C.). using No. 50 Emery abrasive in 
lieu of Ottawa sand, shall exhibit an 
abrasion coefficient of not less than 20 
liters per mil of film thickness. 

§ 177.1660 Poly (iriramrthalrnr trrrpli- 
thalalr). 

Poly (tetramethylene terephthalate) 
(poly (oxytetramethyleneoxyterephthal- 
oyi)) (Chemical Abstracts Service Reg¬ 


istry No. 24968-12-51 identified in this 
section may be safely used as articles or 
components of articles Intended to con¬ 
tact nonalcoholic food, in accordance 
with the following prescribed condi¬ 
tions: 

(a) Identity . For the purpose of this 
section, poly (tetramethylene terephthal¬ 
ate) is the reaction product of dimethyl 
terephthalate with 1.4-butanediol to 
which may have been added certain op¬ 
tional substances to impart desired tech¬ 
nological properties to the polymer. 

(b> Optional ad;utHznf substances. 
Poly (tetramethylene terephthalate) 
identified in paragraph (a) of this sec¬ 
tion may contain optional adjuvant sub¬ 
stances. The quantity of any optional ad¬ 
juvant substance employed in the pro¬ 
duction of the polymer does not exceed 


the amount reasonably required to ac¬ 
complish the intended technical or physi¬ 
cal effect. Such adjuvants may include 
substances generally recognized as safe 
in food, substances used in accordance 
with prior sanction, and substances per¬ 
mitted under applicable regulations in 
this part. 

<c> Specifications. (1) Inherent vis¬ 
cosity of a 0.50 percent solution of the 
polymer in phenol /tetrachloroethane 
• 60/40 weight ratio) solvent is not less 
than 0 8 as determined using a Wagner 
viscometer (or equivalent) and calcu¬ 
lated from the following equation: 


Inherent viscosity — 


natural logarithm of N f 
c 


where: 

Nr« Ratio of flow time of the polymer solu¬ 
tion to that of the solvent and copoly¬ 
mer concentration of the test solution 
in grams per 100 mill Utters. 


(2) Poly (tetramethylene terephthal¬ 
ate) In the finished form in which it is 
to contact food shall yield total extrac¬ 
tives as follows: 

(i> Not to exceed 0.08 milligram per 
square inch of food contact surface when 
extracted for 2 hours at 250* P with dis¬ 
tilled water. 

(li) Not to exceed 0.02 milligram per 
square inch of food contact surface when 
extracted for 2 hours at 150* F with n- 
heptanc. 

(ill) Not to exceed 0.04 milligram per 
square inch of food contact surface 
when extracted for 2 hours at 212* F 
with 3 percent aqueous acetic acid. 

(d) Conditions o/ use . Articles or com¬ 
ponents of articles in which the poly- 
(tetramethylene terephthalate) food 
contact surface is greater than 0.010 
inch thick shall not be used at tem¬ 
peratures and exposure times exceeding 
180* F and 24 hours, respectively. 

(Sec. 409(c)(1), 72 Stmt. 1788 (21 U-S.C. 348 
<c)(l)>.) 

§ 177.1670 Polyvinyl alcohol film. 

Polyvinyl alcohol film may be safely 
used in contact with food of the types 
identified in f 176.170(c) of this chapter, 
table 1, under types V. vm, and IX. in 
accordance with the following prescribed 
conditions: 

(a) The polyvinyl alcohol film is pro¬ 
duced from polyvinyl alcohol having a 
minimum viscosity of 4 centipoiscs when 
a 4-percent aqueous solution is tested at 
20* C. 

(b) The finished food-contact film for 
use in contact with food types V or IX. 
when extracted with the solvent char¬ 
acterizing the type of food and under 
the conditions of time and temperature 
characterizing its intended use as deter¬ 
mined from tables 1 and 2 of 9 176.170(c) 
of this chapter, yields total extractives 
not to exceed 0.5 milligram per square 
inch of food-contact surface when tested 
by A STM Method P 34-63T. 

(c) The finished food-contact filnj 
shall not be used as a component of food 
containers intended for use in contact 
with water. 


§ 177.1680 Polyurclhine rwlm. 

The polyurethane resins identified in 
paragraph (a) of this section may be 
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safely used as the food-contact surface 
of articles intended for use in contact 
with bulk quantities of dry food of the 
typo Identified in I 176.170(0 of this 
chapter, table 1. under type VIU, in ac¬ 
cordance with the following prescribed 
conditions: 

(a) For the purpose of this section, 
polyurethane resins are those produced 
when one or more of the isocyanates 
listed in paragraph (a) (1> of this section 
is made to react with one or more of 
the substances listed in paragraph (a) 
(2) of this section: 

<1) Isocyanates: 

4.4 'DllsocyanAto-3.3'-dlmethylblphcnyl (bl- 
tclviene dlteocyanat*). 

DJphcnyimcthano dilBocynnato 
Hcxameihyleno diisocyanate. 
3-Iaocyanaiomethyl - 3,5.5 - trlmclhylcyclo- 
h«tyl Isocyanate. 

4.4- Mcthylcncbls(cyclohcxyl Isocyanate). 
Toluene diuocyanate. 

(2) List of substances: 

Adipic acid. 

1.4- Butanedlol. 

1,3-Butyleno glycol. 

2.2-Dlmcthyl- 1 .3-propanediol. 

Ethylene glycol. 

a-H y d r o-o meg a-hydroxy poly (oxytetra- 
methylene). 

«*•" - (leopropylldenedl - p - phenylene) bis 
\omega - bydroxypoly (oxy propylene) (3 4 


moles)), average molecular weight 67S. 
Maleic anhydride. 

’ Neop<>nUn€Ujtmy,tctraXte l 0fn ^- 

hydroxypoly (oxypropylcne) (j-2 moles)) 
average molecular weight 400. 

Pentaerythrltol-linseed oil alcoholysis prod¬ 
uct. 

Phthalic anhydride. 

Polybutylene glycol. 

Polyetbyleneodipate modified with ethanola- 
mlne with the molar ratio of the amine to 
the adipic acid less than 0.1 to I. 

Poly(oxycarbonylpentamcthylene). 

Polyaxypropylene ethers of 4 4-isopropyl- 
Idcncdlphenol (containing an average of 
2-4 moles of propylene oxide). 
Polypropylene glycol. 

a.a\a*'-l.2.3-Propanetriyltrisfom*pa-hydrox- 

ypoly (oxypropylcne! (15-18 moles)]. aver¬ 
age molecular weight 3.000 
Propylene glycol. 

IPropylidynetrls(methylene) | tria 
1 omepa-hydroxypoly (oxyphopylene) 

(minimum 1.5 moles) |. minimum molec¬ 
ular weight 400. 

« -1 *( 1.1.3.3-Te t nunc thylbutyl) - phenyl)- 

omepa - hydroxypoly(oxyethy)ene) (5 
moles), average molecular weight 425. 
Tnmcthylol propane. 

<b) Optional adjuvant substances em¬ 
ployed In the production of the poly¬ 
urethane resins or added thereto to im¬ 
part desired technical or physical prop¬ 
erties may include the following sub¬ 
stances: 


IMt of 

l-fC-Amlrwtbyl) a/nino] 2 propanol___ 

l*<X-Cbfc^lyb^.7|rtMS-l^nisadamai«tsr»# . 

tenwrioe. 

Djbuiyliiri dlaeMst*.... 

Rt£“! y !!l" .-. -....I 

..T.::;;; 

AM )ndeey Imorphnlt tw> . _ 

•,« > «II»propvlldnnchlf(p-r»hrnylcniynv(;'-iiyflrot>irl* 
tneih\Jcn*) ||bl«»(oiu^-l»yilwiypoly(otyeihvlt tis) 

. avtrrac* todrcuhr weight 15.000. 

4.4 -Methvl^tvxilaniline. . 

U r .l tr1loeri*2‘pm panel. 

J.JMjvPbrnylrnMioxy) dlethaiMll..11111111* 

blu * (CJ * blue 15, C.I. Na 

74I«0- 

Polyrfnyl t.iobutvl etbrr. 

rU * r . .nrrrmr 

Soya alkytf irs4n. 


(-‘hydroxypropyHethylrneillamlne.. 
UlUtmtrtiw blot._ 


A* a curing sernt. 
At a perjervative. 

At a csUlytl. 

Do 

Do. 

f>Ou 

Do. 

A? a stab lhuir. 


t.imttonon* 


At a caring agent. 
Do. 

Do. 

Ai a pigment 


< afilnctnlng In competition with | ITV.XW ot thrt chapter 
and containing lnhanrr not lo eteeod that nvHiinl 
from Itf W0 ax l!w nation catalyst and create! not 
to eii'erU that required as an asilloxidant. 

As a curing agent. 

I*>. 

At a pigment. 


<c) An appropriate sample of the fin¬ 
ished resin in Die form in which it con¬ 
tacts food, when subjected to Method 
6191 in Federal Test Method Standard 
No. 141, using No. 50 Emery abrasive in 
lieu of Ottawa sand, shall exhibit an 
abrasion coefficient of not less Uian 20 
liters per mil of film thickness. 

§ 1 4 *«1R10 Styrene block polymer*. 

The styrene block polymers identified 
in paragraph (a) of this section may be 
safely used as articles or as comjxmcnt s 
of articles Intended for use in contact 
with food, subject to provisions of tills 
section. 

(a) For the purpose of this section, 
styrene block polymers are basic poly¬ 
mers manufactured as described in this 


paragraph, so that the finished polymers 
meet the specifications prescribed in 
paragraph <b> of this section, when 
tested by the methods described in parar 
graph (c) of this section. 

<1> Styrene block polymers with 1.3- 
butadtene are those produced by the cat¬ 
alytic solution polymerization of styrene 
and 1.3-butadiene. 

<2> Styrene block polymers with 2- 
methyl-1.3-butadiene are those produced 
by the catalytic solution polymerization 
of styrene and 2-mcthyl-1.3-butadlene. 

(3) Styrene block polymers with 1.3- 
butadlene. hydrogenated are those pro¬ 
duced by the catalytic solution polymer¬ 
ization of styrene and 1.3-butadiene, and 
subsequently hydrogenated. 

(b) Specifications: 
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gtyrrtit Mock polymer* 


Modular 

wrtgtit 

(minimum) 


Solubility 


Cl!*» 
transit tou 
point* 


Maximum extnbc&nble fraction In 
di«Ul*tl water at apecined 
tetnprmJurrt, llRM and thick- 
MIM 


Maximum nrtrarubt* fraction In 
y> pet ethanol at iper»n*d 
temperature*, time* and thick- 
DMM 


1. St>Trne Work polynwr* with 1,3-buiiuHvri*. tor 

uv at ankle* or at component* of article* that 
contact food of type* I. II. IV-B. VI. Vll-B, 
and V III identihed in table t In acc. 17*170<r»of 
tlu* chawer umW conditions of use D, K, r. 
and t) described In table 2 iu t*c. I7i.1»0<r> <* 
tht« cbnptrr. 

2. Styrene block (tolymers wtlh V-methybU,3-1 mta- 

dlei>e; to uv u article* or a* component* ot 
article* that contact food of type* I, II. IV'-It. 
VI. Vll-B and Mil identified in taM* I in 
m<\ ITaiTtVc) of thi* chapter under conditions 
Of use I). K. F, and O deteribed In table 3 
hi see. IT'i.tTtKci of thi* chapter. 

1 PttTrne block polymer* with t,3*buiodJe«vf, It)- 
dtcwrnatrd; for use a* article* or a* eownoneuu 
of arttclcf that contort fond of type* I, II. IV-B. 
VI, VII-B, and MU identified in table | in 
sec. lTBITtKc) of thi* chajder. 


<c> The analytical methods for deter¬ 
mining whether styrene block polymers 
conform to the specifications prescribed 
In this section are as follows and are 
applicable to the finished polymer. 

f 1 > Molecular weight. Molecular 
weight shall be determined by intrinsic 
viscosity for other suitable method). 

(2) Glass transition points. The glass 
transition points shall be determined by 
A STM Method D2236-70th 4 modified by 
using a forced resonant vibration in¬ 
stead of a fixed vibration and by using 
frequencies of 25 to 40 cycles per second 
instead of 0.1 to 10 cycles per second. 


• Copies may be obtained from: American 
Society for Testing and-Materials. 1016 Race 
8treet, Philadelphia, PA 10103. 


20,000 Completely 
soluble iu 
toluept. 


-or c to -ar 

C and W* C 

tOt*T. 


0.02.V mg/ln* of nurture at refltu 
tf-mprraiure for 30 rain on a 007,1 
In I hick sample. 


aom vng/lu* of iurtarc at IMF F lor 
2 hr on a 0.07S in thick sample. 


2H.OOO .....do.... 


-ST C to —47* 
C and vT C 

io«rc. 


(tOl main* of surface at reflux t*m- 
prnture for 2 hr on a O.MJS tn 
thick sample. 


<L0l mg In* of ntrUc* at IMT F for 
2 hr oti a O.OCS In lhirk sample 


!«,«* .do...*. 


—MF C to 
C ami tdf C 
tot* a C. 


0.01 mg/in* of surface at rrfletc tern* 
iwrature tor 2 br on a 0.0* in 
thick sample. 


0.01 mg/ln* of surface at IMF F for 
2 hr on a 0 <rjs m thick sample, 


(3) Maximum extractable fractions 
in distilled water and SO percent ethanol 
The maximum extractable fractions in 
distilled water and 50 percent ethanol 
shall be determined in accordance with 
$ 176.170(d) (3) of this chapter using a 
sandwich form of the finished copoly¬ 
mer of the specified thickness and for 
the time and temperature specified in 
paragraph <b) of this section. 

<d) The provisions of this section are 
not applicable to butadiene-styrene co¬ 
polymers listed In other sections of this 
subpart. 

<e> The provisions of this section are 
not applicable to styrene block polymers 
with 1,3-butadiene listed in 1 175.105 of 
this chapter. 


g 177.1820 Styrene-maleic anhydride co¬ 
polymer*. 

Styrene-malcic anhydride copolymers 
identified in paragraph (a) of this sec¬ 
tion may be safely used as articles or 
components of articles intended for use 
in contact with food, subject to provi¬ 
sions of this section. 

(a) For the purpose of this section, 
styrene-maleic anhydride copolymers 
are those produced by the polymeriza¬ 
tion of styrene and maleic anhydride so 
that the finished polymers meet the 
specifications prescribed in paragraph 
<b> of this section, when tested by the 
methods described In paragraph <c> of 
this section. 

(b> Specifications: 


Slyrrne-tnalfJe anhydride copolymer* 


Molecular Maximum extrwr table fmrtfcm Id 

weight Residual styrene Residual maleic dlsi Hied water at *p*rtried tenv 
(minimum monomer anhydride iwrature*. lime*. and particle 

nuinl.w monomer *U» 

average) 


Maximum eitrartable fraction in 
a-beptane at specified tempera¬ 
tures, limes, and partlrle m* 


Stymie- tnakrtc anhydride copolymers containing not 
more than IS pet maleic anhydride uni to be a r.ght 
for use a* articles or a* compo-urtito of articles that 
roniarl food of l y pea I II, IlMV-A, IV-B.' . J l" 11 
(cxcetH carlawtaiH Peerages). Ul-A. MIR. 
V1U, and IX Identified In table I In sec. 17«.!7lUr> 
of thi* chapter under condnkm* of use B. t\ }>. K. 
r, li, and II described In table 2 In sec. 17« ITtVcl 
of this chapter. 


(c) The analytical methods for de¬ 
termining conformance with specifica¬ 
tions for styrene-maleic anhydride co¬ 
polymers prescribed in this section are 
as follows: 

(D Molecular weight. Molecular 
weight shall be determined by membrane 
osmometry. 

<2> Residual styrene monomer con¬ 
tent. Residual styrene monomer content 
shall be determined by the method de¬ 
scribed in fi 177.1640(d). 

<3) Residual maleic anhydride mon¬ 
omer content. Residual maleic anhydride 
monomer content shall be determined by 
a gas chromatographic method available 
upon request from the Commissioner of 
Food and Drugs. 

(d) The provisions of this section are 
not applicable to styrene-malcic anhy¬ 
dride copolymers listed in other sections 
of this subpart. 


70.000 <U weight 
prrrmt 


0.1 weight 
percent. 


n me weight percent «i reflux tem¬ 
perature foe 1 hr utilltinc 
particle* of a *Ue that will paw 
through a F R *tSudani *Jevr 
No 10 and «111 lie he hi on a U.S- 
ftandanj sieve No. 20. 


CUM writ lit percent st 73^ F fat 7 
hr uttlitlng psrtlrles of 1 *tie 
that will pass through a F.R 
standard sitv# No. 10 and will be 
held on a F.B. itandard >!'*• 
No. ao. 


§ 177.1830 Styrcne-mcthyl methacrylalr 
ropo!% ntrrs. 

Styrene-methyl methacrylate copoly¬ 
mers identified in this section may be 
safely used as components of plastic ar¬ 
ticles intended for use In contact with 
food, subject to the provisions of tills 
section. 

(a> For the purpose of this section, 
styrene-methyl methacrylate copolymers 
consist of basic copolymers produced by 
the copolymerlzatlon of styrene and 
methyl methacrylate such that the fin¬ 
ished basic copolymers contain more 
than 50 weight percent of polymer units 
derived from styrene. 

(b) The finished plastic food-contact 
article, when extracted with the solvent 
or solvents characterizing the type of 
food and under the conditions of time 
and temperature characterizing the con¬ 
ditions of intended use as determined 


from tobies 1 and 2 of 1 176.170(0 of thte 
chapter, yields extractives not to exceed 
the following when tested by the meth¬ 
ods prescribed in 4 177.1010(c): 

(1) Total nonvolatile extractives not 
to exceed 0.3 milligram per square inch 
of surface tested. 

(2) Potassium permanganate oxidiza- 
ble distilled water and 8 and 50 percent 
alcohol extractives not to exceed an ab¬ 
sorbance of 0.15. 

(3) Ultraviolet-absorbing distilled wa¬ 
ter and 8 and 50 percent alcohol extrac¬ 
tives not to exceed an absorbance of 0.30. 

1 4) Ultraviolet-absorbing n-heptone 
extractives not to exceed an absorbance 
of 0 40. 

g 177.1830 Tcilryl*. 

Tex try Is identified in this section may 
be safely used as articles or components 
of articles intended for use in produc- 
In*, manufacturing, packing, processing. 
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preparing, treating, packaging, trans¬ 
porting or holding food, subject to the 
provisions of this section. 

<a> Textryls are nonwoven sheets pre¬ 
pared from natural or synthetic fibers, 
bonded with ftbryl < Fibryl consists of a 
r>olymeric resin in fibrous form com¬ 
mingled with fiber to facilitate sheet for¬ 
mation and subsequently heat cured to 
fuse the fibryl and effect bonding). 

<b> Textryls are prepared from the 
fibers, flbryls, and adjuvants identified 


in paragraph (c) of this section, and 
subject to limitations prescribed in that 
paragraph, provided that any substance 
that is the subject of a regulation In 
Parts 174. 175. 176. 177, 178 and 6 17D.45 
of this chapter conforms with any speci¬ 
fications in such regulation for that sub¬ 
stance as a component of polymeric res¬ 
ins used as food contact surfaces. 

<c> The fibers, flbryls. and adjuvants 
permitted are as follows: 


SuLMa+rt* 

IP Yilwn Jinrpaml from |x»tye(hy)riM U»rw|>l>tlialittr trains. 

UJ Klhrylf prrp«ii«<i from vinyl chlnri«lr>rinvi us-riAfr copolymrr 
13) A'jjtivmit mtifttanrr. dtn»<*thy IJunuaiitUtr _ 


^ UmKMtkmt 

i^kTrmu* nmh | 177. two. 

An Om pofyinrr 

A* a in lhr prvfmmiimi of 

Altfjri 


id> Textryls meeting the conditions of 
test prescribed in paragraph id) Cl) of 
tills section are used as prescribed in 
paragraph id M2) of this section. 

cl) Conditions of test. Textryls, when 
extracted with distilled water at reflux 
temperature for 1 hour, yield total ex¬ 
tractives not to exceed 1 percent. 

(2) Uses . Textryls are used for pack¬ 
aging or holding food at ordinary tem¬ 
peratures and in the brewing of hot bev¬ 
erages. 

§ 177.1900 l T rr;i-fori»i4ii<Mi)«|«' rr»iti« in 

molded articles. 

Urea-formaldehyde resins may be 
safely used as the food-contact surface 
of molded articles intended for use in 
contact with food, in accordance with 
the following prescribed conditions: 

<a) For the purpose of this section, 
urea-formaldehyde resins are those pro¬ 
duced when 1 mole of urea is made to 
react with not more than 2 moles of 
formaldehyde in water solution. 

<b) The resins may be mixed with re¬ 
fined wood pulp and the mixture may 
contain other optional adjuvant sub¬ 
stances which may include the following: 

List of aubstances Limitations 

HfxsmeUiylenetetrAmine For use only as 
polymertzatlon- 
control Agent 

TctrachlorophUuUio Acid Do. 
nnhydrlde. 

Zinc stearate.. For use as lubri¬ 

cant. 

fc) The finished food-contact article, 
when extracted with the solvent or sol¬ 
vents characterizing the type of food and 
under the conditions of time and tem¬ 
perature characterizing the conditions of 
its intended use as determined from 
tables 1 and 2 of 5 175.300*d) of this 
chapter, yields total extractives In each 
extracting solvent not to exceed 0.5 mil¬ 
ligram per square inch of food-contact 
surface as determined by the methods 
described in S 175.300(e) of this chapter. 

Note: In testing the finished food-contact 
article, use a separate test sample for each 
required extracting solvent. 


§ 177.1950 Yin>! liilorijr-rlhvlrnr «*o- 
|k»Ij men*. 

The vinyl chloride-ethylene copoly¬ 
mers identified in paragraph <a> of this 
section may be safely used as compo¬ 
nents of articles intended for contact 
w'ith food, under conditions of use D, E, 
F. or O described \n table 2 of * 176.170 
<c> of this chapter, subject to the provi¬ 
sions of this section. 

fa) For the purpose of this section, 
vinyl chloride-ethylene copolymers con¬ 
sist of basic copolymers produced by the 
copolymerization of vinyl chloride and 
ethylene such that the finished basic 
copolymers meet the specifications and 
extractives limitations prescribed in 
paragraph <c> of this section, when 
tested by the methods described in para¬ 
graph <d> of this section. 

<b) The basic vinyl chloride-ethylene 
copolymers Identified in paragraph <a‘ 
or this section may contain optional ad¬ 
juvant substances required in the pro¬ 
duction of such basic copolymers. The 
optional adjuvant substances required in 
tlie production of the basic vinyl chlo- 
rtde-cthylenc copolymers may Include 
substances permitted for such use by reg¬ 
ulations in Parts 170 through 189 of this 
chapter, substances generally recognized 
a s safe in food, and substances used in 
accordance with a prior sanction or 
approval. 

<c) The vinyl chloride-ethylene basic 
copolymers meet the following specifica¬ 
tions and extractives limitations: 

(1) Specifications. <i> Total chlorine 
content is in the range of 53 to 56 percent 
as determined by any suitable analytical 
procedure of generally accepted appli¬ 
cability. 

ill) Intrinsic viscosity in cyclohexa¬ 
none at 30* C is not less than 0.50 deci¬ 
liter per gram as determined by ASTM 
Method D 1243-60. 

(2) Extractives limitations. The fol¬ 
lowing extractives limitations arc deter¬ 
mined by the methods described in para¬ 
graph f d> of this section: 


*1) Total extractives do not exceed 
0.10 weight-percent when extracted with 
n-heptane at 150* F for 2 hours. 

<ii) Total extractives do not exceed 
0.03 weight-percent when extracted with 
water at 150' F for 2 hours. 

(ill) Total extractives obtained by ex¬ 
tracting with water at 150* F for 2 hours 
contain no more than 0.5 milligram of 
vinyl chloride-ethylene copolymer per 
100 grams of sample tested as determined 
from the organic chlorine content. The 
organic chlorine content is determined 
as described in paragraph <d)<3> of this 
section. 

»d* Analytical methods: The analyt¬ 
ical methods for determining whether 
vinyl chloride-ethylene basic copolymers 
conform to the extractives limitations 
prescribed in paragraph <c> of this sec¬ 
tions are as follows and are applicable to 
the basic copolymers in powder form 
having a particle size such that 100 per¬ 
cent will pass through a U S. Standard 
Sieve No. 40 and 80 percent will pass 
through a U.S. Standard Sieve No. 80: 

*1) Reagents —(i) Water . All water 
used in these procedures shall be de¬ 
mineralized * deionized >. freshly distilled 
water. 

ill) n-Hcptane. Reagent grade, freshly 
distilled n-heptane sliall be used. 

*2» Determination of total amount of 
extractives. All determinations shall be 
done in duplicate using duplicate blanks. 
Approximately 400 grams of sample * ac¬ 
curately weighed) shall be placed in a 
2-liter Erlenmeyer flask. Add 1,200 milli¬ 
liters of solvent and cover the flask with 
aluminum foil. The covered flask and 
contents are suspended in a thermo- 
stated bath and are kept, with continual 
shaking at 150*F for 2 hours. The solu¬ 
tion is then filtered through a No. 42 
Whatman filter paper, and the filtrate is 
collected in a graduated cylinder. The 
total amount of filtrate ‘ without ach¬ 
ing) is measured and called A milliliter*. 
The filtrate is transferred to a Pyrox 'or 
equivalent) beaker and evaporated on a 
steam bath under a stream of nitrogen 
to a small volume ‘approximately 50-60 
milliliters'. The concentrated filtrate is 
then quantitatively transferred to a 
tared 100-milliliter Pyrcx beaker using 
small, fresh portions of solvent and a 
rubber policeman to effect the transfer. 
The concentrated filtrate is evaporated 
almost to dryness on a hotplate under 
nitrogen, and is then transferred to a 
drying oven at 230- F in the case of the 
aqueous extract or to a vacuum oven at 
150* F In the case of the heptane extract. 
In the case of the aqueous extract, the 
evaporation to constant weight is com¬ 
pleted in 15 minutes at 230* F; and in 
tiie case of heptane extract, it is over¬ 
night under vacuum at 150* F. The resi¬ 
due is weighed and corrected for the 
solvent blank. Calculation: 
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liter beaker. Tlie solution is evaporated 
carefully on a steam plate to a volume of 
approximately 50 milliliters and then 
transferred quantitatively, a little at a 
time, to u clean 22-millillter Parr cup, 
also on the steam plate. The solution is 
evaporated to dryness. Next 0.25 gram of 
sucrose and 0.5 gram of ben/xric acid arc 
added to the cup. One scoop (approxi¬ 
mately 15 grams > of sodium peroxide is 
then added to the cup. The bomb Is as¬ 
sembled and ignition is conducted in the 
usual fashion. 

(d> After the bomb has cooled, it is 
rinsed thoroughly with distilled water 
and disassembled. The top of the bomb 
is rinsed into a 250-mUliliter beaker with 
distilled water. The beaker is placed on 
the steam plate. The bomb cup is placed 
In the beaker and carefully tipped over 
to allow the water to leach out the com¬ 
bustion mixture. After the bubbling has 
stopped, the cup is removed from the 
beaker and rinsed thoroughly. The solu¬ 
tion Is cooled to room temperature and 
cautiously neutralized with concentrated 
nitric acid by slowly pouring the acid 
down a stirring rod until the bubbling 
ceases. The solution is cooled and an 
equal volume of acetone is added. 

<e) The solution is titrated with 0.005 
H silver nitrate using standard potentio- 
metric titration techniques with a silver 
electrode as indicator and a potassium 
nitrate modified calomel electrode as a 
reference electrode. An expanded scale 
recording titrimetcr. Metrohra PotentJo- 
graph 2336 or equivalent, should be used; 
a complete blank must be run in dupli¬ 
cate. 

(iii> Calculations. 


rxrxeu 

SflliifnuMH ot eAlrarU*! n»;*oly tm* fwr lNOjram samplv|u 

T»*UIUht*l r»f 4Utt iltrikiv (minipte mhm* tilimk>Xnormjilliy of »iW*r iiltnd*. 

i.a» 

f---- 
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(e) The vinyl chloride-ethylene co¬ 
polymers identified in and complying 
with this section, when used as compo¬ 
nents of the food-contact surface of any 
article that is the subject of a regulation 
in Parts 174. 175. 176. 177, 178 and 
3 179.45 of this chapter, shall comply 
with any specifications and limitations 
prescribed by such regulation for the ar¬ 
ticle in the finished form in which it is 
to contact food. 

(f) The provisions of this section are 
not applicable to vinyl chloride-ethylene 
copolymers used as provided in 53 175.- 
105 and 176.180 of this chapter. 

§ 177.1960 Viml cMor»«lr4»rxrnr-I co* 
poly nicr*. 

The viny l chlorldc-hexene-1 copoly¬ 
mers identified in paragraph (a) of this 
section vinyl chloridc-hcxene-1 copoly¬ 
mers or as components of articles in¬ 
tended for use in contact with food, un¬ 
der conditions of use D. E. F. or G de¬ 
scribed in table 2 of 3 176.170(0 of this 


chapter, subject to the provisions of this 
section. 

(a> Identity. For the purposes of this 
section vinyl chloride-hexene-1 copoly¬ 
mers consist ot basic copolymers pro¬ 
duced by the copoly mediation of vinyl 
chloride and hexene-1 such that the fin¬ 
ished copolymers contain not more than 
3 mole-percent of polymer units derived 
from hexene-1 and meet the specifica¬ 
tions and extractives limitations pre¬ 
scribed in paragraph <b) of this section. 
The copolymers may optionally contain 
hydroxypropyl mcthylcellulose and tri¬ 
chloroethylene used as a suspending 
agent and chain transfer agent, respec¬ 
tively, in their production. 

(b) Specifications and limitations. 
The vinyl chloride-hexenc-1 basic co¬ 
polymers meet the following specifica¬ 
tions and extractives limitations: 

<1> Specifications. (l ) Total chlorine 
content is 53 to 56 percent as determined 
by any suitable analytical procedure of 
generally accepted applicability. 


(3) Vinyl chloride-ethylene copolymer 
coyUcnt of aqueous extract —(I) Prin¬ 
ciple. The vinyl chloride-ethylene co¬ 
polymer content of the aqueous extract 
can be determined by determining the 
organic chlorine content and calculating 
the amount of copolymer equivalent to 
the organic chlorine content. 

<il> Total organic chlorine content. 
A weighed sample of approximately 400 
grams is extracted with 1,200 milliliters 
of water at 150* F for 2 hours, filtered, 
and the volume of filtrate is measured 
(A milliliters) as described In para¬ 
graph (d) (2) of this section. % 

(a) A slurry of Amberlite IRA-400, or 
equivalent, is made with distilled water 
in a 150-milliliter beaker. The slurry is 
added to a chromatographic column 
until it is filled to about half its length. 
This should give a volume of resin of 
15-25 milliliters. The liquid must not be 
allowed to drain below the top of the 
packed column. 

<b) The column is regenerated to the 
basic (OH) form by slowly passing 
through it (10-15 milliliters per minute) 
10 grams of sodium hydroxide dissolved 
in 200 milliliters of water. The column 
is washed with distilled water until the 
effluent is neutral to phenolphthalcin. 
One drop of methyl red indicator is 
added to the A milliliters of filtered aque¬ 
ous extract and. If on the basic side (yel¬ 
low), nitric acid is added drop by drop 
until the solution turns pink. 

(c) The extract is deionized by pass¬ 
ing it through the exchange column at 
a rate of 10-15 milliliters per minute. The 
column is washed with 200 milliliters of 
distilled water. The deionized extract and 
washings are collected In a 1,500-milli- 


<h) Inherent viscosity in cyclohexa¬ 
none at 30* C is not less than 0.59 deci¬ 
liters per gram as determined by ASTM 
Method D 1243-66/ 

(2) Extractives limitations. The fol¬ 
lowing extractives limitations are deter¬ 
mined by the methods prescribed in 
3 177.1970(d). 

<i> Total extractives do not exceed 
0.01 weight percent when extracted with 
water at 150* F for 2 hours. 

tii> Total extractives do not exceed 
0.30 weight percent when extracted with 
n-heptane at 150" F for 2 hours. 

(c> Other specifications and limita¬ 
tions. The vinyl chlorlde-hcxcr.e-1 co¬ 
polymers identified In and complying 
with this section, when used as com¬ 
ponents of the food-contact surface of 
any article that is subject to a regula¬ 
tion in Parts 174. 175, 176, 177, 178 and 
3 179.45 of tills chapter, shnll comply 
with any specifications and limitations 
prescribed by such regulation for the ar¬ 
ticle in the finished form in which it is to 
contact food. 

§ 177,1970 Vinyl ehloridc-laur> I vlnd 
cl her copoh nwi>. 

The vinyl chloride-lauryl vinyl ether 
copolymers identified in paragraph (a) 
of this section may be used as an article 
or as a component of an article intended 
for use in contact with food subject to 
the provisions of this section. 

ta» Identity. For the purposes of this 
section vinyl chloride-lauryl vinyl ether 
copolymers consist of basic copo ly mers 
produced by the copolymerization of 
vinyl chloride and lauryl vinyl ether 
such that the finished copolymers con¬ 
tain not more than 3 weight-percent of 
polymer units derived from lauryl vinyl 
ether and meet the specifications and 
extractives limitations prescribed In 
paragraph (c) of this section. 

(b) Optional adjuvant substances. The 
basic vinyl chloride-lauryl vinyl ether 
copolymers identified In paragraph (a) 
of this section may contain optional 
adjuvant substances required in the pro¬ 
duction of such basic copolymers. These 
optional adjuvant substances may In¬ 
clude substances permitted for such use 
by regulations in Parts 170 through 189 
of this chapter, substances generally rec¬ 
ognized as safe in food, and substances 
used in accordance with a prior sanction 
or approval. 

(c) Specifications and limitations. The 
vinyl chloride-lauryl vinyl ether basic 
copolymers meet the following specifica¬ 
tions and extractives limitations: 

il > Specifications. (i> Total chlorine 
content is 53 to 50 percent as determined 
by any suitable analytical procedure of 
generally accepted applicability. 

Oi) Inherent viscosity In cyclohex¬ 
anone at 30* C is not less than 0.60 
deciliter per gram • as determined by 
ASTM Method D 1243-60. 

(2) Extractives limitations. The fol¬ 
lowing extractives limitations are deter¬ 
mined by the method described in para¬ 
graph (d> ot this section: 


■copies may be obtained from: American 
locleiy for Testing and Materials. 1916 Race 
itreei. Philadelphia, PA 10103. 
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il) Total extractives do not exceed 
0 03 weight-percent when extracted with 
water at 150" F for 2 hours. 

ill) Total extractives do not exceed 
0,60 weight-percent when extracted with 
t!-heptane at 150’ Pfor 2 hours. 

• d> Analytical methods. The analyti¬ 
cal methods for determining total ex¬ 
tractives are applicable to the basic 
copolymers in powder form having a 
particle size such that 100 percent will 
pass through a U.8. Standard Sieve No. 
40 and such that not more than 10 per¬ 
cent will pass through a U S. Standard 
Sieve No. 200. 

<1> Reagents —(I) Water, All water 
used in these procedures shall be de¬ 
mineralized (deionized), freshly distilled 
water. 

<ii) n-Hcptane. Reagent grade, freshly 
distilled n-heptane shall be used. 

(2) Determination of total amount of 
extractives. Place an accurately weighed 
sample of suitable size in a clean boro- 
silicate flask. And for each gram of sam¬ 
ple add 3 milliliters of solvent previously 
heated to 150" F. Maintain the tempera¬ 
ture of the contents of the flask at 150° 
F for 2 hours using a hot plate while 
also maintaining gentle mechanical 
agitation. Filter the contents of the flask 
rapidly through No. 42 Whatman Alter 
paper with the aid of suction. Transfer 
the filtrate to flat glass dishes that are 
warmed on a hot plate and evaporate 
the solvent with the aid of a stream of 
filtered air. When the volume of the 
filtrate has been reduced to 10 to 15 milli¬ 
liters. transfer the filtrate to tared 50- 
mUliliter borosilicate glass beakers and 
complete evaporation to a constant 
weight in a 140" F vacuum oven. Carry 
out a corresponding blank determination 
with each solvent. Determine the weight 
of the residue corrected for the solvent 
blank and calculate the result as percent 
of the Initial weight of the resin sample 
taken for analysis. 

<e> Other specifications and limita¬ 
tions, The vinyl chlorlde-lauryl vinyl 
ether copolymers identified in and com¬ 
plying with this section, when used as 
components of the food-contact surface 
of any article that is subject to a regula¬ 
tion in Parts 174, 175, 176. 177. 178 and 
1 179.45 of this chapter, shall comply 
with any specifications and limitations 
perscribcd by such regulation for the 
article in the finished form in which it 
is to contact food. 

§ 177.1980 Vinyl rftloridi^propylene ro- 

polymer*. 

The vinyl chloride-propylene copoly¬ 
mers identified in paragraph (a) of this 
section may be safely used as compo¬ 
nents of articles intended for contact 
with food, subject to the provisions of 
this section. 

•a) For the purpose of this section, 
vinyl chloride-propylene copolymers con¬ 
sist of basic copolymers produced by the 
< opolymcrization of vinyl chloride and 
propylene such that the finished basic 
copolymers meet the specifications and 
extractives limitations prescribed in 
paragraph <c> of this section, when 
tested by the methods described in para¬ 
graph «d) of this section. 
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« b) The basic vinyl chloride-propylene 
copolymers identified in paragraph <a) 
of tilts section may contain optional ad¬ 
juvant substances required in the pro¬ 
duction of such basic copolymers. The 
optional adjuvant substances required in 
the production of the basic vinyl chlo¬ 
ride-propylene copolymers may include 
substances permitted for such use by 
regulations in Parts 170 through 189 of 
this chapter, substances generally recog¬ 
nized as safe in food* und substances 
used in accordance with a prior sanction 
or approval. 

(c) The vinyl chloride-propylene basic 
copolymers meet the following specifica¬ 
tions and extractives limitations: 

(1) Specifications. (1) Total chlorine 
content is in the range of 53 to 56 percent 
as determined by any suitable analytical 
procedure of generally accepted appli¬ 
cability. 

<li> Intrinsic viscosity in cyclohex¬ 
anone at 30" C is not less than 0.50 deci¬ 
liter per gram as determined by ASTM 
Method D 1243-60. 

(2) Extractives limitations. The fol¬ 
lowing extractives limitations are deter¬ 
mined by the methods described in para¬ 
graph <d) of this section: 

<i) Total extractives do not exceed 
0.10 weight-percent when extracted 
with 7i-heptane at 150* F for 2 hours. 

<ii) Total extractives do not exceed 
0.03 weigh t-percent when extracted 
with water at 150" F for 2 hours. 

(ill) Total extractives obtained by 
extracting with water at 150" F for 2 
hours contain no more than 0.17 milli¬ 
gram of vinyl chloride-propylene co¬ 
polymer per 100 grams of sample tested 
as determined from the organic chlorine 
content. For the purpose of this section, 
the organic chlorine content is the differ¬ 
ence between the total chlorine and ionic 
chlorine contents determined as de¬ 
scribed in paragraph (d> of this section. 

«d> Analytical methods: The analyt¬ 
ical methods for determining whether 
vinyl chloride-propylene basic copoly¬ 
mers conform to the extractives limita¬ 
tions prescribed in paragraph <ci of 
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this section are as follows and arc appli¬ 
cable to the basic copolymers in powder 
form having a particle size such that 100 
percent will pass through a U.S. Stand¬ 
ard Sieve No. 40 and 80 percent will pass 
through a U.8. Standard Sieve No. 80: 

U) Reagents. <i) Water. All water 
used in these procedures shall be de¬ 
mineralized (deionized). freshly distilled 
water. 

<li) n-Heptane. Reagent grade, freshly 
distilled n -heptane shall be used. 

(2) Determination of total amount of 
extractives. All determinations shall be 
done in duplicate using duplicate blanks. 
Approximately 400 grams of sample (ac¬ 
curately weighed) shall be placed in 
a 2-liter Erlenmeyer flask. Add 1.200 
milliliters of solvent and cover the flask 
with aluminum foil. The covered flask 
and contents are suspended in a ther- 
mostated bath and are kept, with con¬ 
tinual shaking, at 150* F for 2 hours. 
The solution is then filtered through a 
No. 42 Whatman filter paper, and the 
filtrate is collected in a graduated cylin¬ 
der. The total amount of filtrate (with¬ 
out washing) is measured and called 
A milliliters. The filtrate is transferred 
to a Pyrcx (or equivalent) beaker and 
evaporated on a steam bath under a 
stream of nitrogen to a small volume 
(approximately 50-60 milliliters). The 
concentrated filtrate is then quantita¬ 
tively transferred to a tared 100-milli¬ 
liter Pyrex beaker using small, fresh por¬ 
tions of solvent and a rubber policeman 
to effect the transfer. The concentrated 
filtrate is evaporated almost to dryness 
on a hotplate under nitrogen, and is then 
transferred to a drying oven at 230" F 
in the case of the aqueous extract or to a 
vacuum oven at 150* F in the case of the 
heptane extract. In the case of the 
aqueous extract the evaporation to con¬ 
stant weight is completed in 15 min¬ 
utes at 230* F; and In the case of hep¬ 
tane extract, it is overnight under vac¬ 
uum at 150" F. The residue is weighed 
and corrected for the solvent blank. 
Calculation: 


dram* of coniviM! rwi'liK 1.300 mUlillt'*n 

■ - - x---»Xl , )>*'TrHiil e.itnutivrs n|irMMl aft ppm*ut l*y 

Grain* of *anipta Volume of nitrate A fn iuiWllti»r» wrlfhl of wmiplr. 


(3) Vinyl chloride-propylene copoly¬ 
mer content of aqueous exfracf—(1) 
Principle. The vinyl chloride-propylene 
copolymer content of the aqueous extract 
can be determined by determining the 
organic chlorine content and calculating 
the amount of copolymer equivalent to 
the organic chlorine content. The or¬ 
ganic chlorine content is the difference 
between the total chlorine content and 
the ionic clUorine content. 

.di) Total chlorine content. A 
weighed sample is extracted with water 
at 150" F tor 2 hours, filtered, and the 
volume of filtrate is measured (A milli¬ 
liters) as described in paragraph 'd“2* 
of this section. Two drops of 50 per¬ 
cent by weight sodium hydroxide solu¬ 
tion arc added to prevent loss of chloride 
from ammonium chloride, if present, and 
the solution is evaporated to approxi¬ 
mately 15 milliliters. The concentrated 


filtrate is quantitatively transferred to a 
22-milliliter Parr bomb fusion cup and 
gently evaporated to dryness. To the 
contents of the cup are added 3.5 grams 
of granular sodium peroxide, 0.1 gram of 
powdered starch, and 0.02 gram potas¬ 
sium nitrate: and the contents are mixed 
thoroughly. The bomb is assembled, 
water Is added to the recess at the top of 
tiie bomb and ignition is conducted in 
the u^u&l fashion using a Meeker burner. 
The heating is continued for 1 minute 
after the water at the top has evapo¬ 
rated The bomb is quenched in water, 
rinsed with distilled w r ater. and placed 
in a 400-mllliliter beaker. The bomb 
cover is rinsed with water, catching the 
washings in the same 400-milliliter 
beaker. The bomb is covered with dis¬ 
tilled water and a watch glass and heated 
until the melt has dissolved. The bomb 
is removed, rinsed, catching the rinsings 
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in the beaker, and the solution Is acidi¬ 
fied with concentrated nitric acid using 
methyl purple as an indicator. The 
beaker Is covered with a watch glass, and 
the contents are boiled gently for 10-15 
minutes. After cooling to room tempera¬ 
ture the solution is made slightly alka¬ 
line with 50 percent by weight sodium 
hydroxide solution, then acidified with 


dilute (1:5) nitric acid. Then 1.5 milli¬ 
liters of 2 N nitric acid per 100 milliliters 
of solution U added and the solution is 
titrated with 0.005 N silver nitrate to the 
equivalence potential end point using an 
expanded scale pH meter (Beckman 
Model 76, or equivalent). A complete 
blank must be run in duplicate. Cal¬ 
culation : 


ir<UM» of MJmjiU* I.XO mill Utter* ... . . . 

1&-C> X-Xlflfl 1 WHjqulVlMrtl Of Wrtid chimin* hi minima rtfror! <4 

Volume of Altrai# A lit miUillleo *ru«w <4 mmplo. 

A - volume of (Mttul* oblolnni in r&lnu'tion. 

II -nrnilUtmi of sfhrer nltrgtl* toUit'.oti iii^I in «in|4* Utiullmi X i»or*iim1Jsy ol rtlver nlliaU’ sohitmn 
r-imlLllltr.ni of stlrrr ultra!* aolutiuti uiwhJ In blank tilmUroi X nnruuillt) of •Urrc nil rut sotuitmi 


(ill) Ionic chlorine content . A 
weighed sample is extracted with water 
at 150* P for 2 hours, filtered, and the 
volume of filtrate is measured (A milli¬ 
liters) as in paragraph (d)(2) of this 
section. Two drops of 50 percent by 
weight sodium hydroxide solution are 
added and the solution is evaporated to 
approximately 150 milliliters. The solu¬ 
tion is quantitatively transferred to a 
250-millUitcr beaker, methyl purple indi¬ 


cator is added, and the solution is neu¬ 
tralized with 0.1 N nitric acid. For each 
100 milliliters of solution is added 1.5 
milliliters of 2 N nitric acid. The solu¬ 
tion Is titrated with 0.005 N silver nitrate 
to the equivalence potential end point, 
using the expanded scale pH meter de¬ 
scribed In paragraph <d>(3i (li> of this 
section. A complete blank must be run in 
duplicate Calculation: 


_( P K) x 1. 300 mlDflJltft* x | <lt , _ Millle'iuivmlejitJi «4 iwilc (Hiltali* In nr|iirutt> «4 

Unnu <4 month * V’fStasu'ut niimiv A tn mWIItTrr* " HX* **•«»»»4 mmjjlr. 


.4-ruiumr *4 ftitmir otuiurtl in rttiartkm. ... , . . .._ 

/>- millilli^Tv of »thr« nlUale uAuiUxi u^h! In mtuitlr tm»UotiXnart;talil> Of pHw uliralr Mtultan 
f* — millilUrt * <4 MtIvor ttlttvlr Mtluiiitft u*^il tn Maul uumlkmXncnttmlHy «4 »llwi frittsln whtiioti. 


Civ) Organic chlorine content and 
vinyl chloride-propylene copolymer con¬ 
tent of aqueous extract. The organic 
chlorine content and the vinyl chloride 
propylene copolymer content of the 
aqueous extract Ls calculated as follows: 

(o) Organic chlorine content. Milli- 
equivalents of organic chlorine in aque¬ 
ous extract of 100 grams of sample equal 
milllequivalents of total chlorine in 
aqueous extract of 100 grams of sample 
(as calculated in paragraph <d<3)(il) 
of this section) minus milllequivalents of 
ionic chlorine in aqueous extract of 100 
grams of sample (as calculated in para¬ 
graph (d) (3) «iii> of this section). 

(b» Vinyl chloride-propylene copoly¬ 
mer content. Milligrams of vinyl chlo¬ 
ride-propylene copolymer in aqueous ex¬ 
tract of 100 grams of sample equal 
milllequivalents of organic chlorine in 
aqueous extract of 100 grams of sample 
(as calculated In paragraph cd)(3)<lv> 
(tt> of this section) multiplied by 84 5. 

(Notx: The conversion factor. 84 5, U de¬ 
rived from the equivalent weight of chlorine 
divided by the chlorine content of the hep¬ 
tane extractable fraction.) 

(O The vinyl chloride-propylene co¬ 
polymers identified in and complying 
with this section, when used as com¬ 
ponents of the food-contact surface of 
any article that is the subject or a regu¬ 
lation in Parts 174. 175. 176. 177. 178 
and ft 179.45 of this chapter, shall comply 
with any specifications and limitations 
prescribed by such regulation for the 
article in the finished form in which it 
is to contact food. 

(f> The provisions of this section are 
not applicable to vinyl chloride-propyl¬ 
ene copolymers used tn food-packaging 


adhesives complying with ft 175.105 of 
thi: chapter. 

Subpart C—Substances for Use Only as 

Components of Articles Intended for Re¬ 
peated Use 

§ 177.2210 F.iliylcnc polymer, Hiloro- 
*ulfonntrd. 

Ethylene polymer, chlorosuUonated as 
identified in this section may be safely 
used as an article or component of arti¬ 
cles intended for use in contact with 
food, subject to the provisions of this 
section. 

(a> Ethylene polymer, chlorosul- 
fonated is produced by chlorosulfouation 
of a carbon tetrachloride solution of 
polyethylene with chlorine and sulfuryl 
chloride. 

(b) Ethylene polymer, chlorosul- 
fonated shall meet the following specifi¬ 
cations: 

(1) Chlorine not to exceed 25 percent 
by weight. 

<2) Sulfur not to exceed 1.15 percent 
by weight. 

(3) Molecular weight is In the range 
of 95.000 to 125.000. 

Methods for the above specifications arc 
available upon request from the Food 
and Drug Administration. Bureau of 
Foods, Division of Food and Color Addi¬ 
tives < HFF-330). 200 C St.. SW.. Wash¬ 
ington. DC 20204. 

(c> The additive is used as the article, 
or a component of articles, intended for 
use as liners and covers for reservoirs 
intended for the storage of water for 
drinking purposes. 

<d) Substances permitted by 1 177.- 
2600 may be employed In the preparation 
of ethylene polymers, chlorosuifonatcd. 


subject to any limitations prescribed 
therein. 

(e) The finished ethylene copolymers, 
chlorosulfonated shall conform to 
ft 177.2600 <e> and ig). 

(See. 400(c) <1). 72 Stat 1786 ( 21 UJ3 C. 
348(c)(1))) 


§ 177.22.70 Hllrr*. miorojxirou* (»«»«>• 
mrrir. 


Microporous polymeric filters identified 
in paragraph (a) of this section may be 
safely used, subject to the provision* of 
this section, to remove particles of in¬ 
soluble matter in producing, manufac- • 
turlng. processing, and preparing bulk 
quantities of liquid food. 

(a» Microporous polymeric filters con¬ 
sist of a suitably permeable, continuous, 
polymeric matrix of polyvinyl chloride, 
vinyl chloride-propylene, or vinyl chlo¬ 
ride-vinyl acetate, in which finely 
divided silicon dioxide is embedded 
Cyclohexanone may be used as a solvent 
in the production of the filters. 

<b> Any substance employed In the 
production of microporous polymeric 
filters that is the subject of a regulation 
in Parts 170 through 189 of this chapter 
mast conform with any specification In 
such regulation. 

<c> Cyclohexanone when used as a 
solvent in the production of the filter 
shall not exceed 0.35 percent by weight 
of the microporous polymeric filters. 

(d* The microporous polymeric filters 
may be colored by the pigment* and 
colorants Identified in ft 175.300*b» <3» 

<xxvl > of this chapter. 

tei The temperature of food being 
processed through the mlcroporoas poly¬ 
meric filters shall not exceed 180" JF 
(f» The microporous polymeric filter^ 
shall be maintained in a sanitary man¬ 
ner in accordance with good manufac¬ 
turing practice so as to prevent potential 
microbial adulteration of the food 

<g> To assure safe use of the micro- . 
porous polymeric filters, the label or 
labeling shall Include adequate directions 
for a pre-use treatment, consisting of 
washing with a minimum of 2 gallons of 
potable water at a temperature of 180 
F for each square foot of filter, prior to 
the filter’s first use in contact with food 
(Sec 408(c)(1). 72 SUl 1786 (21 U.S.C. 34S 
(C)(1))) 


§ 177.22M) Ml***, twin-bonded. 

Resin-bonded filters may be safely 
used In producing, manufacturing, proc* 
easing, and preparing food, subject to the 
provisions of this section. 

<a) Re&in-bonded filters arc prepared 
from natural or synthetic fibers to Which 
have been added substances required in 
their preparation and finishing. ®hc| 
which are bonded with resins prepared 
by condensation or polymerization 
resin-forming materials, together with 
adjuvant substances required in tneir 
preparation, application, and cur ^‘ 

<b) The quantity of any suhsUmce 
employed in the production of the resln- 
bonded filter does not exceed the amount 
reasonably required to accomplish 
intended physical or technical effect or 
any limitation further provided. 
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(c) Any substance employed in the 
production of resin-bonded filters that is 
the subject of a regulation In Parts 174, 
173. 176, 177, 178 and $ 179.45 of this 
chapter conforms with any specification 
In such regulation. 

<d> Substances employed in the pro¬ 
duction of resin-bonded filters Include 
the following, subject to any limitations 

provided: 

List o/ Substances and Limitation j 

(1) Fibers: 

Cellulose pulp. 

Cotton. 

Nylon. (From nylon resins complying with 
the provisions of applicable regulations 
in Subchapter B or this chapter. 
Polyethylene terephthalate complying In 
composition with the provisions of 
I 177.1830; for use In inline filtration 
only ba provided for in paragraphs (•) 
and (f) of this section. 

Rayon (viscose). 

(2) Substances employed in fiber finishing: 
BHT. 

Butyl (or Isobutyl) palmltate or stearate. 
2,3-Dl-ferf-butyl hydroqulnone for use 
only In lubricant formulations for rayon 
fiber finishing and at a usage level not 
to exceed 0J percent by weight of tho 
lubricant formulations. 
Dlmethylpolyslloxane. 

4-Ethyl-4-hexadecyl morpholinium ethyl 
sulfate for use only as a lubricant In the 
manufacture of polyethylene terephtha¬ 
late fibers specified in paragraph (d)(1) 
of this section at a level not to exceed 
003 percent by weight of the finished 
fibers. 

Fatty add (C*-C M ) dicthanolamide con¬ 
densates. 

nitty acids derived from animal or vege¬ 
table fats and oils, and salts of such 
acids, single or mixed, as follows: 
Aluminum. 

Ammonium. 

Calcium. 

Magnesium. 

Potassium. 

Sodium. 

Triethanolamine. 

Fatty acid (C,,-—C*,) mono- and diesters of 
polyoxyethylene glycol (molecular weight 
400-3,000). 

Methyl eaters of fatty acids <C M —O,.). 
Mineral oil. ' " 

Polybutetie, hydrogenated; complying with 
the Identity prescribed under % 1783740 
(b) of tills chapter. 

Polyoxyethylene (4 mola) eihylenedlamlne 
mono!auramide for use only in lubricant 
formulations for rayon fiber finishing 
and at a usage level not to exceed 10 per¬ 
cent by weight of the lubricant formu¬ 
lations. 

Ricebran oil. 

Titanium dioxide. 

(3) Resins: 

Acrylic polymers produced by polymeris¬ 
ing ethyl acrylate alone or with one or 
more of tho monomers: Acrylic acid, 
acrylonitrile. N-methylolacrylamlde, and 
wtyrene. The finished copolymers shall 
contain at least 70 weight percent of 
polymer units derived from ethyl acry¬ 
late, no more than 2 weight percent of 
total polymer units derived from 
acrylic acid no more than 10 weight 
percent of total polymer units derived 
from acrylonitrile, no more than 2 weight 
percent of total polymer units derived 
from N-methylolacrylamtdo, and no 
more than 25 weight percent of total 
polymer units derived from styrene. 
Pot use only as provided In paragraph 
(m) of this section. 


Melamine-formaldehyde. 

Melamine-formaldehyde chemically modi¬ 
fied with one or more of the amine cata¬ 
lysts Identified In f 175 300(b) (3) (xlli) 
of this chapter. 

Melamine-formaldehyde chemically modi¬ 
fied with methyl alcohol. 

Melamine-formaldehyde chemically modi¬ 
fied with urea; for use only as provided 
for In paragraphs <•), (f). (g), (h). and 
(I) of this section. 

Phenol-formaldehyde resins. 

Polyvinyl alcohol. 

Polyvinyl alcohol with Uve copolymer of 
acrylic acld-allyl sucrose. 

Polyvinyl alcohol with melamine formal¬ 
dehyde. 

Polyvinyl acetate with melamine formal¬ 
dehyde. 

#-Toluenesu!fonamide-formaldehydc chem¬ 
ically modified with one or more of the 
amine catalysts Identified In | 175 300 
(b)(8)(xlll) of this chapter. 

(4) Adfuvant substances: 

Dimethyl polyslloxane with methylcellu- 
lose and sorbic acid (as an antlfooming 
agent). 

Phosphoric acid. 

(6) Colorants: 

Phthalocyanine blue (C.I. pigment blue 
15, OX No. 74180), not to exceed 0.1 percent 
In thermoplastic adhesives fabricated from 
eomponrnts complying with If 177.1350 and 
177.1520 for use In resin-bonded filters. 

<e) Resin-bonded filters conforming 
with the specifications of paragraph (e) 
(1) of this section ore used as provided 
in paragraph (o) <2) of this section: 

(1) Total extractives. The finished 
filter, when exposed to distilled water at 
100 c F for 2 hours, yields total extrac¬ 
tives not to exceed 2.8 percent by weight 
of the filter. 

(2) Conditions of use. It is used to 
filter milk or potable water at operating 
temperatures not to exceed 100* F. 

<f) Resin-bonded filters conforming 
with the specifications of paragraph (f) 
<1) of this section are used as provided 
in paragraph (e)(2) of this section: 

(1) Total extractives. The finished 
filter, when exposed to distilled water at 
145* F for 2 hours, yields total extrac¬ 
tives not to exceed 4 percent by weight 
of the filter. 

(2) Conditions of use. It is used to 
filter milk or potable water at operating 
temperatures not to exceed 145* F. 

<g) Resin-bonded filters conforming 
with the specifications of paragraph (g) 
(1) of this section arc used as provided 
in paragraph (g)(2) of this section: 

(1) Total extractives. The finished 
filter, when exposed to w-hexane at re¬ 
flux temperature for 2 hours, yields total 
extractives not to exceed 0.5 percent by 
weight of the filter. 

(2) Conditions of use. It is used to 
filter edible oils. 

<h> Resin-bonded filters conforming 
with the specifications of paragraph (h) 

(1 > of this section are used as provided 
in paragraph (h)(2) of this section: 

<1) Total extractives. The finished 
filter, when exposed to distilled water at 
212 F for 2 hours, yields total extrac¬ 
tives not to exceed 4 percent by weight 
of the filter. 

<3) Conditions of use. It is used to 
filter milk, colfee, tea. and potable water 
at temperatures not to exceed 212* F. 


»i> Resin-bonded filters conforming 
with the specifications of paragraph (1> 
(1) of tills section are used as provided 
in paragraph (!) <2) of this section: 

(1) Total extractives . The finished fil¬ 
ter. when exposed to distilled water for 
2 hours at a temperature equivalent to. 
or higher than, the filtration tempera¬ 
ture of the aqueous food, yields total ex¬ 
tractives not to exceed 4 percent, by 
weight, of the filter. 

(2) Conditions of use. It is used in 
commercial filtration of bulk quantities 
of nonalcoholic, aqueous foods having u 
pH above 5.0. 

<J) Resin-bonded filters conforming 
with the specifications of paragraph (J> 
(1) of this section are used as provided 
in paragraph <J><2) of this section: 

il) Total extractives. The finished 
filter, when exposed to 5 percent (by 
weight) acetic acid for 2 hours at a tem¬ 
perature equivalent to. or higher than, 
the filtration temperature of the aqueous 
food, yields total extractives not to ex¬ 
ceed 4 percent, by weight, of the filter. 

(2) Conditions of use. It is used in 
commercial filtration of bulk quantities 
of nonalcoholic, aqueous foods having a 
pH of 5.0 or below. 

<k) Resin-bonded filters conforming 
with the specifications of paragraph < k * 
(1) of this section arc use as provided 
in paragraph <k)<2> of this section: 

(I) Total extractives. The finished 
filter, when exposed to 8 percent (by 
volume) ethyl alcohol in distilled water 
for 2 hours at a temperature equivalent 
to. or higher than, the filtration tem¬ 
perature of the alcoholic beverage, yields 
total extractives not to exceed 4 per¬ 
cent. by weight, of the filter. 

<2> Conditions of use. It is used in 
commercial filtration of bulk Quantities 
of alcoholic beverages containing not 
more than 8 percent alcohol. 

(1) Resin-bonded filters conforming 
with the specifications of paragraph (1) 
(1) of this section are used as provided 
in paragraph (1) (2) of this section: 

(1) Total extractives. The finished 
filter, when exposed to 50 percent «by 
volume) ethyl alcohol in distilled water 
for 2 hours at a temperature equivalent 
to. or higher than, the filtration tem¬ 
perature of the alcoholic beverage, 
yields total extractives not to exceed 4 
percent, by weight, of the filter. 

(2) Conditions of use. It Li used in 
commercial filtration of bulk quantities 
of alcoholic beverages containing more 
than 8 percent alcohol. 

<m> Resin-bonded filters fabricated 
from acrylic polymers as provided in 
paragraph <d><3> of this section to¬ 
gether with other substances as provided 
in paragraph <d>. (1), (2). and <4> of 
this section may be used as follows: 

(1> The finished filter may be used to 
filter milk or potable water at operating 
temperatures not to exceed 100* F. pro¬ 
vided that the finished filter when ex¬ 
posed to distilled water at 100' F for 2 
hours yields total extractives not to ex¬ 
ceed 1 percent by weight of the filter. 

*2) The finished filter may be used to 
filter milk or potable water at operating 
temperatures not to exceed 145’ F. pro- 
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vlded that the finished filter when ex¬ 
posed la distilled water at 14V F for 2 
hours yields total extractives not to ex¬ 
ceed 1.2 percent by weight of the filter. 

<n) Acrylonitrile copolymers identi¬ 
fied in this section shall comply with 
the provisions of i 180.22 of this chapter. 

§ 177.2280 •1,t r -lM>pr«pjlidrnrcliphcnol* 
rpichlorohyilrin thcmic*M % tting epoxy 
rwiiw. 

4.4* - Isopropylidenodiphenol - eplchlo- 
rohydrln thermosetting epoxy resins may 
be safely used as articles or components 


of articles intended for repeated use In 
producing.. manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing, transporting, or holding food, in 
accordance with the following prescribed 
conditions: 

<a> The basic thermosetting epoxy 
resin is made by reacting 4,4'-i$opropyl- 
idenedipheno) with epichlorohydrin. 

(b) The resin may contain one or more 
of the following optional substances pro¬ 
vided the quantity used does not exceed 
that reasonably required to accomplish 
the Intended ciTect: 


Ally! glyddyl rite--—..- 

l»l- lutd Lrt i,!yud) 1 niter mixture reeultiivy from Um mao* 
Uon of rplcfilorohjdrln with tolled and trlmm 

of ttimlunrtrd C|* tnooobtudr tatty adds derived from 
animal and vegrtabto tut • and oil*. 


At coring «y*t»m addlUvc. 

Am niodldnr at lirvekt not to eareod r<*nal parte by weight 
of tbo 4,4 r 'faopropy lldon««ll phn loW'plch U rfob yd r! i \ 
Iwslc rcslci and limited to use in contact with akoboilo 
bffvwwpa contiifning not rnot* tban * pctcml of 


I ,y Epoxy S-phrnniy-propane. • if curing tyrtam additive. 

Ulyotti.—.... . — Do. 

M *l»pft>i>yU'JmMljd»rnol.. I>o. 

4,4'-Mi*tbylenedkwilt)(M....- A* ourtnf tyxtera addlllva. 

m rboayWfdlairdna.__—---- — l>o. 

TrtrabydfophUudlc anhydride-— !*>• 


(c) In accordance with good manu¬ 
facturing practice, finished articles con¬ 
taining the resins shall be thoroughly 
cleansed prior to their first use in con¬ 
tact with food. 

(d) The provisions of this section are 
not applicable to 4.4 # -isopropylidenedi- 
phenol-epichlorohydrin resins listed in 
other sections of Parte 174, 175. 176. 177, 
178 and 179 of this chapter. 

§ 177.2110 llirttoltr rcaina in molded 
article*. 

Phenolic resins identified in this sec¬ 
tion may be safely used as the food-con¬ 
tact surface of molded articles Intended 
for repeated use in contact with nonacid 
food <pH above 5.0). in accordance with 
the following prescribed conditions: 

(a) For the purpose of this section, 
the phenolic resins arc those produced 
when one or more of the phenols listed 
In paragraph (a) (1) of this section are 
made to react with one or more of the 


aldehydes listed in paragraph ia) (2) of 
this section, with or without aniline and/ 
or anhydro-formaldehyde aniline <hexa- 
hydro-1^.5-triphenyl-s-trioxine): 

(1) Phenols: 

p- terf-Amyl phenol. 
p-fcrf-Butylphcnol 
o-. m-. and p-Cresol. 
p-Octylphenol 
Phenol. 

o- and p-Pfcenylethyiphenol mixture pro¬ 
duced when phenoi is made to react with 
styrene in the presence of nulfurtc acid 
catalyst. 

(2) Aldehydes: 

Acetaldehyde. 

Formaldehyde. 

Paraldehyde. 

(b) Optional adjuvant suhstances em¬ 
ployed In the production of the phenolic 
resins or added thereto to impart desired 
technical or physical properties include 
the following: 


AWMH III MV. ... ...-------.... .. 

Uartum hydroxJ'U. .. For tw- tu ratalv*(. 

Cold tun stmt*.... Foriwe lubricant. 

Carbon blank (chan uni (rw*)___ 

Dlatnmaoooua aarlb---— 

Okaar flbrr. _ ____ 

Hexmuntbylrni’UUramlu*---. For tm a* curing •«**». l. 

Mkoa~_______ 

Oxalic acid.-...-.— For ua* an 

Zinc M«arat»'____ ... For us* ax lubricant. 


<c) Hie finished food-contact article, 
when extracted with distilled water at 
reflux temperature for 2 hours, using a 
volume-to-surface ratio of 2 milliliters 
of distilled water per square inch of sur¬ 
face tested, shall meet the following 
extractives limitations: 

(1) Total extractives not to exceed 
0.15 milligram per square Inch of food- 
contact surface. 


(2) Extracted phenoi not to exceed 
0.005 milligram per square inch of food- 
contact surface. 

(3) No extracted aniline when tested 
by a spectrophotometric method sensi¬ 
tive to 0.006 milligram of aniline per- 
square inch of food-contact surface. 

<d> In accordance with good manufac¬ 
turing practice, finished molded articles 
containing the phenolic resins shall be 


thoroughly cleansed prior to their first 
use in contact with food. 

§ 177.2120 Poljrwtcr rwinx, croM-lir»knl. 

Cross-linked polyester resins may be 
safely used as articles or components of 
articles Intended for repeated use in con¬ 
tact with food, in accordance with the 
following prescribed conditions: 

(a) The cross-linked polyester resins 
are produced by the condensation of one 
or more of the acids listed in paragraph 
(a)(1) of this section with one or 
more of the alcohols or epoxides listed 
in paragraph (a)(2) of this section, 
followed by copolymerization with one 
or more of the cross-linking agents listed 
in paragraph (&><3) of this section: 

(1) Acids: 

Adipic. 

Fatty acids, and dimer* thereof, from natural 
source*. 

FumAiic. 

Iaophthallc. 

Maleic. 

Mcthacrvllc. 

OrthophUmlic 

8cb»clc. 

Tcrephtholkc 

TrlmeUltlc. 

(2) Polyols and polyepoxides: 

Butylene glycol. 

Ole thy lone glycol. 

2,2-Dtme thyl-1.3-propan rdtol 
Dipropylene glycol 
Ethylene glycol. 

Olycero. 

4,4' - IsopropylidenedIphenol - eplchloroby- 
drln. 

Mannitol. 

•-Methyl glucoaldr. 

Pent aery thrltol 

Polyoxypropylene ethers of 4.4'-loop ropy lldc- 
ncdlphenol (containing an average of 2-7.5 
moles of propylene oxide). 

Propylene glycol. 

Sorbitol. 

Trlmcthylol ethane 

Trimethylol propane 

2,2.4 -Trlmethyl -1,3-pen uuvedtol 

(3> Cross-luiking agents: 

Butyl acrylate. 

Butyl methacrylate 
Ethyl acrylate. 

Ethythexyl acrylate, 

Methyl acrylate. 

Methyl methacrylate. 

Styrene. 

Vinyl toluene. 

<b) Optional adjuvant substances em¬ 
ployed to facilitate the production of 
the resins or added thereto to impart 
desired technical or physical properties 
include the following, provided that the 
quantity used does not exceed that rea¬ 
sonably required to accomplish the in¬ 
tended physical or technical effect and 
does not exceed any limitations pre¬ 
scribed in this section: 
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J-Ut f»/ »i dWnw 


J.UmJalkna < Urnft* ofmMUian trprt*u4u percent fr* trritki 
#/ finirkt4 


1. Inhibitor*: 

Hf«|JMX)UlUOItfV . 
tfri- Huty) caUthoJ. 

TBIIQ_ 

fM/rrMiuty 
IlydroqtiinoLn*.. 

2. A cor kratan»: 

Hoiifyl trtmHhyl armncmituri clilarlil* 

< 'iMttiD luphtliniKR. 

< niipli throat c. .„ _ 

( - iKwr n*i»li throat*'. 

,V. S I Mr thy Uni line__ 

N, jV-IUMotbylaikittnc. . 

Kthy take ciumUliiir hydrochkm<b*. 

X i aUlytU: 

A tr> bbhluobulvroidtrilr,____ „.. 

Ilrnuiy) nttoxicK. 

itrt Butyl (MThrouMlr.. 

rhkwbroinyl p*rovhlr.. 

i tiiuvuc hydrotwmiiSo__ 

Dloumvl porowdr____ 

fjmroyl p^rmld"_ f _ 

j> Mrothanr bvtitTj|*foxl«fr_ 

M^tlivl Kbyl ketone prnahtc. 

4. Solrrnu lor luhlMtor*. orr* h-rator*. ami coUlyaU: 

Butyl briny I phUuUal'* <coctt*itdtur not incur than 
1.0 percent by weight of dibniiyl phtholmtr). 

imiutyl ptiUuuat*. . 

pjethylror glycol . 


Dimvibyl phtltalale. .... . . 

Methyl alcohol_ _„_ 

Htvrene..._........... 

Thpheiiyl pbo»vhatr... . 

&. 1 {«I nforcroi r n t»: 


Total not to «l« ••cd 0 0A percent. 
0.01 permit 


Total not lo rim'd 1,5 prrorul. 
0 0ft pence lit. 


O.t percent. 


0.4 percent. 

0 . 0 ft permit. 

Total not to eicml U perreut, ricejil Dial meUtyl 
ethyl krliiM |un«l<lr may Imi oerO y Or a«|f catalyse 
pt l"vrb not to eserni j promt. 


As a uulveiit for bnuyl trfiuetliyl ammonium chlorlda 
or ethylene gtMfd*llive hydrochloride only. 


1 *™I 9 99 — m 9 9 9 m -m ^ m • •« t • • • . • 4 

(11mm fiber..___ M .. __ 

1'olyeitrr fiber produced by the cendciuaUun of 
one or more of the arid* Uotcd hi parairraplt (ia><l> 
of this section with one or mom of the alcohols 
listed to paragraph (a)(3) of tills section, 
t Miscellaneous nmlerlaB: 

Castor oil, hydrocmated....._ 

<r .Methylstyrene__ ___ 

I'idyetliylene rlyc«rl OOOO .. . .. 

Slllooti dioxide.. ... 

War. petroleum.... Catnplybic *llli ( KSJ?l0af itiis eliapUf. 


(C) The cross-1inked polyester resins, 
with or without the optional substances 
described In paragraph <b) of this sec¬ 
tion, and In the finished form in which 
they are to contact food, when extracted 
with the solvent or solvents characteriz¬ 
ing the type of food and under the con¬ 
ditions of time and temperature char¬ 
acterizing the conditions of their In¬ 
tended use, as determined from tables 
1 and 2 of § 176.170<c) of this chapter, 
shall meet the following extractives 
limitations: 

< 1) Net chloroform-soluble extractives 
not to exceed 0.1 milligram per square 
inch of food-contact surface tested when 
the prescribed food-simulating solvent 
is water or 8 or 50 percent alcohol. 

<2) Total nonvolatile extractives not 
to exceed 0.1 milligram per square inch 
of food-contact surface tested when the 
prescribed food-simulating solvent Is 
heptane. 

<d) In accordance with good manu¬ 
facturing practice, finished articles con¬ 
taining the cross-linked polyester resins 
ahall be thoroughly cleansed prior to 
their Am use in contact with food. 

§ 1 ^ i.2 1.10 l’ol««»i)icr refill*, rhlnrinalnl. 

Chlorinated polyether resins may be 
safely used as articles or components of 
articles intended for repeated use In pro¬ 
ducing. manufacturing, packing, proo¬ 
fing, preparing, treating, packaging, 
transporting, or holding food, in accord¬ 
ance with the following prescribed 
conditions: 

<a> The chlorinated polyether resins 
are produced by the catalytic polymeri¬ 
sation of 3,3-bi£<chloromethy]>oxetane. 


and shall contain not more than 2 per¬ 
cent residual monomer. 

<b» In accordance with good manu¬ 
facturing practice, finished articles con¬ 
taining the chlorinated polyether resins 
shall be thoroughly cleansed prior to 
their first use in contact with food. 

§ 177.2 ISO Polyamidc-iini«Jc rr*in«. 

Poly amide-imlde resins identified In 
paragraph (a) of this section may be 
safely used as components of articles In¬ 
tended for repeated use in contact with 
food, in accordance with the following 
prescribed conditions: 

(a) Identity: For the purposes of this 
section the polyamide-imide resins are 
derived from the condensation reaction 
of substantially equimolar parts of 
trimellitic anhydride and p,p'-diphenyl- 
mothane diisocyanate. 

»b) Specifications: Polyamidc-inude 
resins identified in paragraph (a) of this 
section shall conform to the following 
specifications (analytical methods for 
paragraph <b> <2> and (3) of this sec¬ 
tion are available upon request from the 
Commissioner of Pood and Drugs >: 

(1> Nitrogen content: not less than 
7 80 weight percent and not more than 
8.20 weight percent, as determined by the 
Dumas Nitrogen Determination as set 
forth in -Official Methods of Analysis of 
the Association of Official Analytical 
Chemists,” 11th ed.. 1070. p. 123. secs. 
7.017 to 7.024.* 


! Copies may be obtained from: Association 
of Official Analytical Cbemteto, P.O. Box 540, 
Benjamin Franklin Station. Washington. DC. 
20044 


4 2) Solution viscosity: not less than 
1 . 200 . 

(3) Residual monomers, as determined 
by gas chromatography, in the poly¬ 
amide-Imide resin, heat cured at 600" 
P for 15 minutes: p.p'-diphenylmethane 
diisocyanate, not more than 100 parts 
per million: trimellitic anhydride, not 
more than 500 parts per million. 

(c) Extractive limitations are appli¬ 
cable to the polyamide-imide resin in 
the form of films of 1 mil uniform thick¬ 
ness after coating and heat-curing at 
600’ F for 15 minutes on stainless steel 
plates, each having such rcsin-coated 
surface area of 100 square inches. The 
cured-resln film coatings shall be ex¬ 
tracted in accordance with the method 
described in 1 176.170(d)(3) of tills 
chapter, using a plurality of spaced, 
coated stainless steel plates, exposed to 
the respective food simulating solvents. 
The resin shall meet the following ex¬ 
tractive limitations under the corre¬ 
sponding extraction conditions: 

(1) Distilled water at 250* P for 2 
hours: Not to exceed 0.01 milligram per 
square inch. 

(2) Three percent acetic acid at 212* 
F for 2 hours: Not to exceed 0.05 milli¬ 
gram per square inch. 

(3) Fifty percent ethyl alcohol at 
160* P for 2 hours: Not to exceed 0.03 
milligram per square inch. 

(4» n-Heptane at 150" F for 2 hours: 
Not to exceed 0.05 milligram per square 
inch. 

<d) In accordance with good manu¬ 
facturing practice, those food contact 
articles, having as components the poJy- 
amide-lmlde resins identified in para¬ 
graph (a) of this section and intended 
for repeated use shall be thoroughly 
cleansed prior to their first use in con¬ 
tact with food. 

§ 177.2160 Poly (2,6-diuirlli} 1-1. 1-plirti- 
>l('tif)oxi(lc rcain*. 

The poly (2.6-dimethyl-1,4-phenylene) 
oxide resins identified in paragraph (a) 
of this section may be used as an article 
or as a component of an article Intended 
for use in contact with food subject to 
the provisions of this section. 

(a) Identity. For the purposes of this 
section, poly * 2.6 - dimethyl - 1,4-phenyl- 
cne* oxide resins consist of basic resins 
produced by the oxidative coupling of 
2.6-xylonol such that the finished basic 
resins meet the specifications and extrac¬ 
tives limitations prescribed in paragraph 
(c> of this section. 

«b) Optional adjuvant substances 
The basic poly <2.6-dimethyi-1.4-phen- 
ylene» oxide resins identified in para¬ 
graph (a> of this section may contain 
optional adjuvant substances required In 
the production of such basic resins. The 
optional adjuvant substances required 
in the production of the basic poly 12 . 6 - 
dimethyl - 1.4 - phenylenc) oxide resins 
may include substances permitted for 
such use by regulations in Parts 170 
through 189 of this chapter, substances 
generally recognized as safe in food, sub¬ 
stances used in accordance with a prior 
sanction or approval, and the following: 
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I»eihylaialr*..-. 

Methyl •leofaot... 

Toluene... . .. - 


JAmktUtw (rrprr»*4 ti prremt by • trigkt •/ fiunhrJ 
basic rrsiu) 

Not to «sr**l 0.1ft twrcent m resMiuU c*Uilv»t. 

Not to *xc**J OJB i*orcent ns rwMlnd wleent. 

Not to exceed 0-2 percent u mtdual polrrot. 


(c) SpcrfAcations and extractives 
limitations. The poly(2«6-dlmcthyM.4- 
phenylene) oxide basic resins meet the 
following: 

(1) SpeclAcations. Intrinsic viscosity 
is not less than 0.40 deciliter per gram 
as determined by the method described 
in ASTM D1243-66 modified as follows: 

(i) Solvent: Chloroform, reagent grade 
containing 0.01 percent tert- butylcate- 
chol. 

ill) Resin sample: Powdered resin ob¬ 
tained from production prior to molding 
or extrusion. 


(lit) Viscometer: Cannno-Ubbelohde 
series 25 dilution viscometer (or equiv¬ 
alent). 

(iv> Calculation: The calculation 
method used is that described in ap¬ 
pendix Al.2.2 (ASTM Method D 1243- 
66) with the reduced viscosity deter¬ 
mined for three concentration levels (0.4. 
0.2. and 0.1 gram per deciliter) and ex¬ 
trapolated to zero concentration for 
Intrinsic viscosity. The following formula 
is used for determining reduced viscosity: 


flMSueri ▼deadly In term* of drfllltrn p* *r*ro« ~~» 

f~ Solution efllut Urn*. 

( t «* -Vvru ctBtti Uttkfi- 

c- Cuncontintton of aolulkui In tcrtn% o! gnun* per dectlilor. 


(2) Extractives limitations. Total res¬ 
in extracted not to exceed 0.02 weight- 
percent when extracted with n-heptane 
at 160" P for 2 hours as determined us¬ 
ing 200 milliliters of reagent grade 
»-heptane which has been freshly dis¬ 
tilled before use and 25 grams of poly (2,- 
6-dimethyl-1.4-phenylenei oxide resin. 
The resin as tested Is in pellet form 
having a particle size such that 100 per¬ 
cent of the pellet s will pass through a 
U.S. Standard Sieve No. 6 and 100 per¬ 
cent of the pellets will be held on a U.8. 
Standard Sieve No. 10. 

(d) Other limitations. The poly<2.6- 
dimethyl-1.4-phenylcne> oxide resins 
identified in and complying with this 
section, when used as components of the 
food-contact surface of any article that 
is the subject of a regulation In Parts 
174. 175. 176. 177. 178 and 5 179.45 of this 
chapter, shall comply with any specifi¬ 
cations and limitations prescribed by 
such regulation for the article in the 
finished form In which it is to contact 
food. 

(e) Uses. The poly (2.6-dlmethy 1-1.4- 
phcnylene) oxide resins identified in and 
complying with the limitations in this 
section may be used as articles or com¬ 
ponents of articles intended for repeated 
food-contact use or as articles or com¬ 
ponents of articles Intended for single - 
service food-contact use only under the 
conditions described in f 176.170(c) of 
this chapter. Table 2. conditions of use 
H. 

§ 177.2470 Polxoxj iwlliylt-nr co|H>Iy- 
trier. 

Polyoxymethylene copolymer identi¬ 
fied in this section may be safely used 
sis an article or component of articles 
Intended for food-contact use in accord¬ 
ance with the following prescribed con¬ 
ditions: 

(a) Identity. For the purpose of tills 
section, polyoxymethylene copolymer 
[Chemical Abstracts Service Registry 
Number 30754-12-21 Is the reaction 
product of trloxnne (cyclic t rimer of 


formaldehyde) and ethylene oxide to 
which may have been added certain 
optional substances to impart desired 
technological properties to the copoly¬ 
mer. 

(b) Optional adjuvant substances. The 
polyoxymethylene copolymer Identified 
in paragraph (a) of this section may 
contain optional adjuvant substances re¬ 
quired in its production. The quantity 
of any optional adjuvant substance em¬ 
ployed in the production of the copoly¬ 
mer does not exceed the amount reason¬ 
ably required to accomplish the intend¬ 
ed technical or physical effect. Such ad¬ 
juvant® may include substances gener¬ 
ally recognized os safe in food, sub¬ 
stances used in accordance with prior 
sanction, substances permitted under ap¬ 
plicable regulations in Parts 170 through 
189 of this chapter, and the following: 

Cl) Stabilizers (total amount of sta¬ 
bilizers not to exceed 2.0 percent and 
amount of any one stabilizer not to ex¬ 
ceed 1.0 percent of polymer by 
ceed 1.0 percent of copolymer by weight) 

Calcium rtcinotoftle. 

Cyxnogu&nldlne. 

2J2* - MethyleoebUM - methyl - 8 - tert- 
butyl phenol). 

Tetrakls 1 methylene (3.*-dl-f«1-butyi-4-hy- 

droxyhydrociniiAiruite) \ methane. 

(2) Lubricant: N.N'Dlstcaroylethyl- 
enedlamine. 

(c) SpeclAcations . (1) Polyoxymcthyl- 
enc copolymer can be identified by Us 
characteristic infrared spectrum. 

(2) Minimum number average molec¬ 
ular weight of the copolymer is 20.000 
as determined by a method available 
upon request from the Pood and Drug 
Administration. Bureau of Foods. Divi¬ 
sion of Pood and Color Additives (HFP- 
330). 200 C St. BW„ Washington. DC 
20204. 

<d> Extractive limitations. <1> Poly- 
oxymethylcne copolymer In the finished 
form in which It Is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food and under 
conditions of time and temperature as 


determined from Tables 1 and 2 of 
fi 175.300(d) of this chapter, shall yield 
net chloroform-soluble extractives not to 
exceed 0.5 milligram per square inch of 
food-contact surface. 

(2) Polyoxymethylene copolymer with 
or without the optional substances de¬ 
scribed In paragraph (b) of this section, 
when ground or cut into particles that 
pass through a U.8.A. Standard Sieve 
No. 6 and that are retained on a U.8.A. 
Standard Sieve No. 10. shall yield total 
extractives as follows: 

(1) Not to exceed 0.20 percent by 
weight of the copolymer when extracted 
for 6 hours with distilled water at reflux 
temperature. 

<IJ) Not to exceed 0.15 percent by 
weight of the copolymer when extracted 
for 6 hours with n-heptane at reflux 
temperature. 

(e) Conditions of use. (1) The poly- 
oxymethylcne copolymer is lor use as 
articles or components of articles in¬ 
tended for repeated use. 

(2) Use temperature shall not exceed 
250* P. 

(3) In accordance with good manufac¬ 
turing practice, finished articles contain¬ 
ing polyoxymethylene copolymer shall 
be thoroughly cleansed before their first 
use In contact with food. 

§ 177.2180 Polyox> mrlhy In»r Itomopal* 

ymcr. 

Polyoxymethylene homopolymer iden¬ 
tified in this section may be safely used 
os articles or components of articles in¬ 
tended for food-contact use in accord¬ 
ance with the following prescribed con¬ 
ditions: 

(a) Identity. For the purpose of this 
section, polyoxymethylene homopolymer 
Is polymerized formaldehyde [Chemical 
Abstract* Service Registry No. 9002-81- 
71. Certain optional adjuvant substances, 
described in paragraph (b> of this sec¬ 
tion, may be added to impart desired 
technological properties to the homo- 
polymer. 

(b) Optional adjuvant substances. The 
polyoxymethylene homopolymer identi¬ 
fied in paragraph (a) of this section 
may contain optional adjuvant sub¬ 
stances In it* production. The quantJty 
of any optional adjuvant substance em¬ 
ployed in the production of the homo¬ 
polymer does not exceed the amount rea¬ 
sonably required to accomplish the In¬ 
tended effect. Such adjuvants may in¬ 
clude substances generally recognized a.* 
safe in food, substances used in accord¬ 
ance with prior sanction, substances per¬ 
mitted under applicable regulations in 
this part, and the following: 

(1) Stabilizers (total amount of stabi¬ 
lizers not to exceed 1.9 percent and 
amount of any one stabilizer not to ex¬ 
ceed 0.5 percent, except that Nylon 66/ 
610/6 terpolymer may be used up to 15 
percent of homopolymer by weight). 

(i) 2,2' - Methylenebia(4 - methyl-6- 
ferf-butylphenol). 

(ii) Nylon 66/610/6 terpolymer <*** 
1 177.1500 for identification). 

<UI> Tetrakis [methylene* 3,5-di-f erf - 
butyl - 4 - hydroxyhydroclnnamnte) 1 

methane. 
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<2> Lubricant, N-N*-Dlstearoylethyl- 

enediamine. 

(3) Molding assistant. Polyethylene 
glycol 0,000. 

(c> Specifications. (l} Polyoxymethyl- 
rne homooolymcr can be 1 (tentilled by 
its characteristic infrared spectrum. 

< 2 > Minimum number averafire molecu¬ 
lar wight of the homopolymer is 25.000. 

*3> Density of the homopolymer Is 
between 1.39 and 1.14 as determined by 
A STM Method DISOG* 

< 4> Melting point is between 172* C 
and 184* C as determined by A STM 
Method D2133.* 

(d> Extractive limitations. ( 1 ) PoJy- 
oxymethylene homopolymer, in the fin¬ 
ished form which is to contact food, 
when extracted with the solvent or solv¬ 
ents characterizing the type of food and 
under conditions of time and tempera¬ 
ture characterizing the conditions of in¬ 
tended use under paragraphs <c> < 3 > and 
'd> of J 175.300 of this chapter and as 
limited by parazraoh (el of this section, 
^hall yield net chloroform-soluble ex¬ 
tractives not to exceed 0.5 milligram per 
square inch of food-contact surface. 

< 2 ) Polyoxymethylene homopolymer, 
with or without the optional adjuvant 
substances described in paragraph <b> 
of this section, when ground or cut into 
particles that pass through a U.S.A. 
Standard Sieve No 6 and that are re¬ 
tained on * U 8 A Standard Sieve No. 10. 
shall yield extractives as follows: 

<i> Formaldehyde not to exceed 0.0050 
percent by weight of homopolvmer as de¬ 
termined by a method available uoon re¬ 
quest from the Food and Drug Adminis¬ 
tration. Bureau of Foods. Division of 
Food and Color Additives (IffTV330). 
200 C St. SW., Washington. DC 20204. 

<Ii> Total extractives not to exceed 
0 20 percent by weight of homopolvmer 
when extracted for 6 hours with distilled 
water at reflux temperature and 0 15 
percent by weight of homopolymer when 
extracted for 6 hours with n-heptane 
at reflux temperature. 

'e> Conditions of use. < 1 > Polyoxy- 
mcthylene homopolvmer is for use as 
articles or components of articles in¬ 
tended for repeated use. 

f 2> Use temoeratures shall not exceed 
180 ’ P and pH of aqueous foods in con¬ 
tact with the homopolymer shall be be¬ 
tween 4 and 9 

<3) in accordance with good manu¬ 
facturing Practice, finished articles con¬ 
taining polyoxvmethylene homopolymer 
shall be thoroughly cleansed prior to first 
use in contact with food 

■' ' * * *2190 Polyphenylene ftulftdr redn«. 

Polyphenylene sulfide resins (polyfl. 4 - 
phcnylene sulfide) resins) may be safely 
used as coatings or components of coat¬ 
ings of articles intended for repeated use 
in contact with food, in accordance with 
the following prescribed conditions. 


Copies may be obtained from: Division of 
Nutrition t HFF-23©). Durrau of Foods. FV>od 
and Drug Administration. 200 C Street SW,, 
Washington, D.C 20204. 

•Copies may be obtained from American 
^-ociety for Testing and Materials, 1016 Race 
street, Philadelphia. PA 10103. 


RULES AND REGULATIONS 

<a) Polyphenylene sulfide resins con¬ 
sist of basic resins produced by the re¬ 
action of equimolar ports of p-dichloro- 
benzene and sodium sulfide, such that 
the finished resins meet the following 
specifications as determined by methods 
available upon request from the Com¬ 
missioner of Food and Drugs. 

<1> Sulfur content: 28.2-29.1 percent 
by weight of finished resin. 

< 2 > Minimum inherent viscosity: 0.13 
deciliters per gi am. 

<3 1 Maximum residua] p-dichloroben- 
zeno: 0.8 ppm. 

fb> Subject to any limitations pre¬ 
scribed In Parts 170 through 189 of this 
chapter, the following optional sub¬ 
stances may be added to the polyphenyl¬ 
ene sulfide basic resins in an amount 
not to exceed that reasonably required to 
accomplish the intended physical or 
technical effect. 

< 1 ) Substances generally recognized 
as safe In food. 

<2> Substances used In accordance 
with prior sanction or approval. 

1 3) Substances the use of which is 
permitted in coatings under regulations 
in Parts 170 through 189 of this chapter. 

fc> The finished coatings are ther¬ 
mally cured at temperatures of 700* F 
and above. 

id) Polyphenylene sulfide resin coat¬ 
ings may be used in contact with food 
at temperatures not to exceed the boil¬ 
ing point of water; provided that the fin¬ 
ished cured coating, when extracted at 
reflux temperatures for 8 hours sepa¬ 
rately with distilled water, 50 percent 
ethanol in water, and 3 percent acetic 
acid, yields total extractives In each ex¬ 
tracting solvent not to exceed 0.02 milli¬ 
gram per square inch of surface and 
when extracted at reflux temperature for 
8 hours with heptane yields total extrac¬ 
tives not to exceed 0,1 milligram per 
square Inch of surface. 
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<e> Polyphenylene sulfide resin coat¬ 
ings containing per fluorocarbon resins 
complying with $ 177.1550 may be used in 
contact with food at temperatures up to 
and including normal baking and frying 
temperatures; provided that the finished 
cured coating, when extracted at reflux 
temperatures for 2 hours separately with 
distilled water. 50 percent ethanol in 
water, 3 percent acetic acid and heptane, 
yields total extractives in each extract¬ 
ing solvent not to exceed 0.2 milligram 
per square Inch of surface and when ex¬ 
tracted at reflux temperature for 1 hour 
with diphenyl ether yields total extrac¬ 
tives not to exceed 4.5 milligrams per 
square inch of surface. 

§ 177.2.>00 Pol>«u!f»ne rr«tu«. 

Polysulfone resins Identified in para¬ 
graph ca> of thb section may be safely 
used ns articles or components of articles 
intended for repeated use in contact with 
food. In accordance with the following 
prescribed conditions: 

(a) For the purpose of this section, 
polysulfone resins (polyfoxy-p-phen- 
ylenesuUonyl - p - phenyleneoxy - p - 
phenylenelsopropylidene - p - phen- 
ylonc) resins) consist of basic resins 
produced when the disodium salt of 4.4’- 
isopropylidenediphenol Is made to react 
with 4.4'-dlchlorodlphenyl sulfone such 
that the finished resins have a minimum 
number average molecular weight of 
24,000. as determined by osmotic pressure 
in monochlorobenzone. 

(b) The basic polysulfone resins iden¬ 
tified in paragraph <a> of this section 
may contain optional adjuvant sub¬ 
stances required In the production of 
such basic resins. The optional adjuvant 
substances required in the production of 
the basic polysulfone resins may include 
substances described in f 174.5(d) of 
this chapter and the following: 


Li# o 1 nibtlantft 
Dimethyl suHoaidr...^... 

Mctwb foreign i#r>f... 


Limitation* 

Sot to M.-ffd SO p pjn. m midwU nolwit In ffolihed 
bestfc rertrL 

Sot to ptrfH 500 P P m. u n^lduol «otrrnt in ftnUH«4 

bMlerMto. 


<c> The finished food-contact article, 
when extracted at reflux temperatures 
for 6 hours with the solvents distilled 
water. 50 percent (by volume) ethyl al¬ 
cohol in distilled water. 3 percent acetic 
acid in distilled water, and n-heptane. 
yields total extractives in each extract¬ 
ing solvent not to exceed 0.05 milligram 
per square inch of food-contact surface. 
(Not*: In testing the finished food- 
contact article, use a separate test sam¬ 
ple for each required extracting solvent.) 

(d> In accordance with good manu¬ 
facturing practice, finished food-con tact 
articles containing the polysulfone resins 
shall be thoroughly cleansed prior to 
their flr^t use in contact with food. 

§ 177*2510 Polyvinylidenc fluoride rc*- 
inm 

Polyvinylidenc fluoride resins may be 
safely used as articles or components of 
articles intended for repeated use in 
contact with food. In accordance with 
the following prescribed conditions: 


(a) For the purpose of this section, the 
polyvinylidenc fluoride resins consist of 
basic resins produced by the polymeriza¬ 
tion of vinylidenc fluondo. 

(b> The finished food-contact article, 
when extracted at reflux temperatures 
for 2 hours with the solvents distilled 
water. 50 percent (by volume) ethyl alco¬ 
hol in distilled water, and n-heptane, 
yields total extractives in each extract¬ 
ing solvent not to exceed 0.01 milligram 
per square inch of food-contact surface 
tested; and if the finished food-contact 
article is itself the subject of a regulation 
in Parts 174. 175. 176. 177, 178 and 1 179- 
45 of this chapter, it shall also comply 
with any specifications and limitations 
prescribed for it by that regulation. 

• Note; In testing the finished food- 
contact article, use a separate test sam¬ 
ple for each required extracting solvent.) 

(c) In accordance with good manu¬ 
facturing practice, finished food-contact 
articles containing the polyvinylidenc 
fluoride resins shall be thoroughly 


FEOtRAl REGISTER, VOL 47. NO, 50—TUISOAY, MARCH 15. 19 77 















11606 


RULES AND REGULATIONS 


cleansed prior to their first use In con¬ 
tact with food. 

§ 177.2600 Hubt>«T article* intended for 
repeated um‘. 

Rubber articles intended for repeated 
use may be safely used in producing, 
manufacturing, packing, processing, 
preparing, treating, packaging, trans¬ 
porting. or holding food, subject to the 
provisions of this section. 

(a* The rubber articles are prepared 
from natural and/or synthetic polymers 
and adjuvant substances as described in 
paragraph <c) of this section. 

<b) The quantity of any substance em¬ 
ployed in the production of rubber arti¬ 
cles intended for repeated use shall not 
exceed the amount reasonably required 
to accomplish the intended effect in the 
rubber article and shall not be intended 
to accomplish any effect in food. 

fc) Substances employed in the prep¬ 
aration of rubber articles include the 
following, subject to any limitations pre¬ 
scribed: 

(1) Substances generally recognized as 
safe for use in food or food packaging. 

(2) Substances used in accordance 
with the provisions of a prior sanction 
or approval. 

(3) Substances that by regulation in 
Parfts 170 through 189 of this chapter 
may be safely used in rubber articles, 
subject to the provisions of such regula¬ 
tion. 

<4> Substances identified in this para¬ 
graph <c><4>, provided that any sub¬ 
stance that is the subject of a regulation 
in Parts 174. 175.176. 177. 178 and 1 179.- 
45 of this chapter conforms with any 
specification in such regulation. 

<i> Elastomers. 

Acrylonttrlte-butadlenc copolymer. 

Butadtene-acrylonitrlle-cthylene rlycol di¬ 
me th acrylate copolymers containing not 
more than 5 weight percent of polymer 
units derived from ethylene glycol di¬ 
me th aery late. 

Butadlene-acry lonltrtle-methacryllc acid 
copolymer. 

Butadlene-atyrene-methacryUc acid co¬ 
polymer. 

Chloroprene polymers. 

Chlorotrlfluoroethylcne-vlnyUdene fluoride 
copolymer. 

Ethylene-propylene copolymer elastomers 
which may contain not more than 5 
weight-percent of total polymer units de¬ 
rived from 5-methylene-2-nor bornene 
and/or 5-ethylldlne-2-norbornene. 

Ethyiene-propyienc-dicyclopentadlene co¬ 
polymer. 

Ethylene-propylcno-1.4-hexadlene copoly¬ 
mers containing no more than 8 weight 
percent of total polymer units derived 
from 1^4-hcxadlene. 

Isobutylene-tsoprcne copolymer 

Polybutadiene. 

PolyUoprene. 

Polyfircthane resins derived from reactions 
of dtphcnylmcthanc dllsocyanate with 
adipic acid and 1.4-butanediol. 

Rubber, natural. 

Silicone basic polymers as described in 
ASTM D-1418-43 IT; 

Silicone (St) elastomers containing 
methyl groups. 

Silicone (Pst) elastomers containing 
methyl and phenyl groups 
Silicone (Vsl) elastomers containing 
methyl and vinyl groups. 


Slllcono (Pal) elastomers containing 
methyl and fluorine groups. 

811 leone (PVat) elastomers containing 
phenyl, methyl, and vinyl groups. 

Styrene-butadiene copolymer. 

Vinylldcne fluoride-hcxaftuoropropylene co¬ 
polymers (minimum number average 
molecular weight 70,000 as determined by 
osmotic pressure in methyl ethyl 
ketone). 

Vinylldene fluoride - hexafluoropropylene- 
tetrafluorocthylene copolymers 4 mini¬ 
mum number average molecular weight 
100.000 as determined by osmotic pres¬ 
sure in methyl ethyl ketone). 

(il> Vulcanization materials —<a> Vul- 
canlzing agents. 

4.4*-Bis (aminocyclohexyl) methane carba¬ 

mate for use only as croon-linking agent 
in the vulcanisation of vinylldene fluo- 
ridehexafluoropropylene copolymer and 
vinylldene fluoride-hexafluoropropylene- 
tetrafluoroethylene copolymer elastomer* 
Identified under paragraph (c)(4)(f) of 
this section and limited to use at levels 
not to exceed 2.4 percent by weight of 
such copolymers. 

Hexamethylencdlamlne carbamate for use 
only as cross-linking agent in the vul¬ 
canization of vinylldene fluorldc-hexa- 
fluoropropylene copolymer and vinyll¬ 
dene fluoride-hexafluoropropylene-tetra- 
fluoroethylene copolymer elastomer* 
identified under paragraph (c)(4)(!) of 
this section and limited to use at level* 
not to exceed 1.5 percent by weight of 
such copolymer*. 

Sulfur, ground. 

<b) Accelerators (total not to exceed 
1.5 per amt by weight of rubber product). 

2-Bcnzothiaxyl - N.JV-dlethylthlocarbamyl- 
sulflde. 

Benzoyl peroxide. 

1,3 - Bls|2-benzothla2olytmercaptomethy!) 
urea. 

N-ferf-Butyl-2-benr.othiazole sulfenamlde 

Butyraldchyde-aniline resin (Iodine num¬ 
ber 670-705). 

Carbon, disulfide - 1,1* - methylenedlplperl- 
dlne reaction product. 

Copper dlmcthyldithiocarbamate. 

V-Cyclohexyl -2-benxothlazole sulfenamlde 

Dlbenzoyl-p-quI none dloxlme. 

Dibenxyiamlne. 

Dl-fcrf-butyl peroxide. 

Dibutyl xanthogen disulfide. 

2.4-Dlchlorobenzoyl peroxide. 

Dlcuxnyl peroxide 

JV,tf-Dtmothylcyclohexy!amine salt of dlbu- 
tyldithlocarbamlc acid. 

2,8•Dimethylmorpholine thlobenzothlazol. 

Dipentnmethylenethluram tetrasulfido. 

Diphenylguanldlne. 

Dlphenvlguanldtne phthalate. 

1.3-D1 phenyl-2-thiourea. 

2.2* -Dlthiobtfi f benxothlazole |. 

4.4*-Dlthlodlmorphollne. 

tf./r-Dt-o.tolylguanldtne. 

Dl-o-tolylguanldine salt of pyrocatechol- 
borate. 

Ethylenedlamlne carbamate 

Heptaldchvde-anlllne reeln (iodine num¬ 
ber 430-445). 

Hexamethylenetetramine. 

2 - Mercap lobe nxoth 1 azole 

2 -Mercaptoth lazol lne 

tf-Oxydlethylene - benzothiaaole-2-sulfen- 
amide. 

Plpertdlnlum penUmethylenedlthlocarha¬ 
mate 

Potassium pen tame thylenedlthlocarba- 
mate. 

p-Qulnone dloxlme. 

Sodium dlbutyldlthlocarbamate 

Sodium dimethyldlthlocarbaraate. 


Stannous oleate for use only aa an acceler¬ 
ator for silicone elastomers. 
Tetrabutylthluram monosulflde. 
Tetraethylthiuram disulfide. 

(I. 1. 4. 4-Tetramethyltotrametbylcne)bLs 
Jfcrt-butyl peroxide). 
Trtramethylthluram monoaulflde. 

Thtrmm (trtramethylthluram disulfide >. 
Trlallyl cyanurate. 

Trlethylenetetramine. 

1.3.5-Trlcihyl-hexahydro-s-trlaxlne (tri- 
ethyltrimethy lenetxl amine). 
Triphenylguanidlne. 

Zinc butyl xanathate. 

Zinc dlbenzyl dithlocarbamate. 

Zinc dlbutyldlthlocarbamate. 

Zinc dicthyldlthlocarbamate. 

Zinc 2 - mercap tobcnzothlazole. 

Ziram (zinc dlmcthyldithiocarbamate) 

(c) Retarders < total not to exceed 10 
percent of weight of rubber product >. 

Cyanoguanidlne. 

Phthallo anhydride. 

Salicylic acid. 

Ccf> Activators (total not to exceed 5 
percent by weight of rubber product ex¬ 
cept magnesium oxide may be used at 
higher levels). 

Dlethylamine. 

Patty acid amines, mixed. 

Patty acids. 

Magnesium carbonate. 

Magnesium oxide, light and heavy. 

Oleic acid, dibutylamlne salt (dlbutyiam- 
monlum oleate). 

Stannous chloride. 

Tall oil fatty acids. 

Tetmchloro-p-benzoqulnone 

Triethanolamine 

Zinc salts of fatty acids. 

(ill) Antioxidants and antiozonants 
(total not to exceed 5 percent by todghf 
of rubber product ). 

Aldol-a-naphthyiamint. 

Alkylated (C 4 and orC.) phenol*. 

BHT (butylated hydroxytoluene). 
Butylated. st yrenated creeola Identified In 
« 178 20l0<b) of thl* chanter. 

4.4'-ButyUdlnebb»<8-fcrf-butyI-m - cresol) 
ff - Cyclohexyl-V - phenylphenylenedia- 
mine 

p.p’ -Dlamlnodlphenylmethane. 

2.5-DI-fcrt-amylhydroautnone. 

Dlsryl-p-phenylenedlamine. where the aryl 
group may be phenyl. tolyL or xylyl 
2.8-Dl-fnrf-butyl-p-phenylphenol. 

1.2- Dlhydro-2.2.4 - trim ethyl - 6-dodecyl- 
qu Incline. 

1.2- Dihydro-2.2.4 - trtmethyl - 6 - ethoxy- 
quinoline. 

1.2- Dlhydro-2.2,4 - trtmethyl - 6 - phenyl- 
quinoline. 

4.4' -Dimethoxydlphenytamlne. 

4.6-Dinonyl-o*cre*ol. 

M. N'-D»oetyl-p-phcnylenediamine. 
Dlphenylam me-acetone re*ln. 

Diphenyl amine - acetone - formaldehyde 

resin. 

A'JV'-DIphcnylethylenedlamlne. 

N. S '-Dlaal icy lal propylenedl amine. 
N,//*-Dl-o-tolylethylencdlanilne 
Hydroqutnone monobenzyl ether. 
Isopropoxydlphenylamlne. 

N - Xsopropyl-AT-phenyl-p-phenylenedia- 

mine. 

2.2' - Methylenebl*(6 - ferf-butyl-4-ethyl- 
phenol). • 

2X - Methylenebls(4 - methyl - 6 - tert- 
butylphenoll, 

2^*-Methylcnebto(4-methyl - 6 - nonyiphe- 

2.2* • *Methylenobla(4 - methyl - 6 - tert- 
octylphenol). 

Monooctyl- and dloctyidlphenylamlne. 
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»V.N*-Di-/J-naphthyl-p-phcnyIcncdl amine. 
Phcnyl-a-naplHhylamlnc. 
Phcnyl-0-naphthylamlne. 
Phenyl-/5-naphthyIaminv-acetone aromatic 
amine resin (average molecular aright 
600; nitrogen content 64 percent), 
o- and p-Phrnylphenol. 

Polybuiylated (mixture) 4.4‘-isopropyl* 
idenediphenol. 

Sodium pentachlorophenate, 
styrenated crcsois produced when 2 moles 
of styrene are made to react with 1 mole 
of a mixture of phenol and o-. m-. and p- 
cresols so that the final product haa a 
Brookfield viscosity at 26* C of 1400 to 
1700 ccntipolsc*. 

Styrenated phenol. 

4.4 -Thlobls (6-ferf-butyl-m-cresol). 
Toluene-2,4-diamine. 

N-o-Tolyl-.V'-phenyl-p-phcnylenedlamine, 
p < p-To] ylrul fan tUmlde) diphenyl amine 
Trl( mixed mono- and dinonylphenyl) 
phosphite. 

Tri (nonylpheny 1) phoaphl te-formaldehyde 
resina produced when ! mole of trhnon- 
ylphcnyl) phosphite Is made to react 
with 1.4 moles of formaldehyde or pro¬ 
duced when 1 mole of nonylphenol is 
made to react with 0.30 mole of formal¬ 
dehyde and the reaction product Is then 
further reacted with 0.33 mole of phos¬ 
phorus trichloride The finished retina 
have a minimum viscosity of 20.000 ren¬ 
tes at 26* C. as determined by L.V- 
ccries Brookfield viscometer (or equiva¬ 
lent) using a No. 4 spindle at 12 rpm , 
end ha\*e an organic phosphorus content 
of 4.06 to 4.16 percent by weight. 

<iv> Plasticizers itotal not to exceed 
30 percent by weight of rubber product). 

n-Amyl n-decyl phthaUte. 

Butylacetyl rlcinoleate. 
n -Butyl ester of tall oil fatty acids. 

Butyl laurate. 

Butyl oleate. 

Butyl stearate. 

Calcium stearate. 

Castor oil. 

Coumsrone-indene resins. 

2.2 -Dibeiursinldodlphcnyl disulfide. 
Dibenzyl adipate. 

Dibutoxyetboxyethyl adipate. 

Dibutyl phthaUte. 

Dibutyl sebacate. 

Dtdecyl adipate. 

Didecyl phthaUte. 

Diuodecyl adipate. 

Diisodecy! phthaUte. 

Dilsooctyl adipate. 

Dlisooctyl sebacate. 

Dioctyl adlpxte. 

Dioctyl phthaUte. 

Dioctyl sebacate. 

Dipentene resin. 

Diphenyl ketone. 

Fatty acids. 

Fatty acids, hydrogenated. 

Isooctyl ester of tall oil fatty acids. 
Lanolin. 

n-Methylstyrene-vlnyltholuene copolymer 
resins (molar ratio 1 a-methylstyrene to 
3 vinyltohienc). 

Mineral oil 
Montan wax. 
n-Octyl n-decyl adipate. 
n-Octyl n-decyl phthalate. 

Petrolatum. 

Petroleum hydrocarbon resin < cyclopen - 
tadfene type), hydrogenated. 

Petroleum hydrocarbon resin (produced by 
the homo- and copoly merizat Ion of 
dienes and olefins of the aliphatic, all- 
cyclic, and monohenzenokd arylalkene 
types from distillates of cracked petro¬ 
leum slocka.) 


Petroleum hydrocarbon resin (produced by 
the catalytic polymerization and subse¬ 
quent hydrogenation of styrene, vinyl- 
toluene. and indene types from dlstit- 
la tea of cracked petroleum stocks). 

Petroleum oil. sulfonated. 

Phenol-formaldehyde resin. 

Pine tar. 

Polybutene. 

Polystyrene. 

Propylene glycol 

n-Propy! ester of tall oil fatty acids. 

Rapeseed oil vulcanized with rubber mak¬ 
ers sulfur. 

Rosins and rosin derivatives identified In 
» 176.106(c)(6) of this chapter 

Soybean oil vulcanized with rubber mak¬ 
ers* sulfur. 

Styrene-acrylonitrile copolymer. 

Terpcne resins. 

Triethylene glycol dlcsprate. 

Triethylene glycol dicapryUte. 

Waxes, petroleum. 

Xylene (or toluene) alkylated with dleyclo- 
pentadfene. 

Zinc 2-bcnxamldothlophenate 

<v> Fillers. 

Aluminum hydroxide. 

Aluminum silicate. 

Ashestoa fiber, chrysotlle or crocldollte. 

Barium sulfate. 

Carbon black (channel process or furnace 
combustion process; total carbon black 
not to exceed 50 percent by weight of 
rubber product; furnace combustion 
black content not to exceed 10 percent 
by weight of rubber products Intended 
for use In contact with milk or edible 
oils). 

Cork. 

Cotton (floe, fibers, fabric). 

Mica, 

Nylon (Hoc, fibers, fabric). 

Silica 

Titanium dioxide. 

Zinc carbonate. 

Zinc sulfide. 

(vi) Colors (total not to exceed 10 
percent by weight of rubber product). 

Chrome oxide (Cr.O D ), 

CX pigment red 36, CX No. 21120. 

Iron oxide. 

Phthalocyanlne. 

Phthalocyanlne blue (CX pigment blue 
15.C.I No. 74160). 

Titanium dioxide. 

Ultramarine blue. 

Zinc chromate. 

<vti) Lubricants <total not to exceed 2 
percent by weight of rubber product)* 

Polyethylene. 

Sodium stearate. 

(viii) Emulsifiers . 

Fatty acid salts, sodium or potassium. 

Naphthalene sulfonic acid-formaldehyde 
condensate, sodium salt. 

Rosins snd roam-derivatives identified in 
t 176.105(c) (5) or this chapter. 

Sodium deeylbcnzcnesuJfonate. 

Sodium dodecylbenxenesulfonate. 

Sodium lauryl sulfate. 

Tali oil mixed soap (calcium, .potassium, 
and sodium). 

fix) Miscellaneous < total not to ex¬ 
ceed 5 percent by weight of rubber prod¬ 
uct). 

Animal glue as described In | 178.3120 of 
this chapter. 

Azodicarbonamlde as chemical blowing 
agent. 


2-Anthraquinone sulfonic acid sodium 
salt for use only as poly men cation in¬ 
hibitor In chloroprene polymers and not 
to exceed 0j03 percent by weight of the 
chloroprene polymers. 

n-Buty Lithium for use only as polymeriza¬ 
tion catalyst for poly butadiene. 

4-frrf-Butyi-o-thlocresol as peptizing 
agent. 

terf-Butyl permcetate. 

p -1 er t - Bu ty Ipyrocatccho]. 

Dialky! (C.-C,.) dimethylammonlum chlo¬ 
ride for use only as a flocculating agent 
in the manufacture of silica. 

Di- snd triethanolamine. 

Diethyl xanthogen disulfide. 

Dodeeyl mercaptan Isomers, single or 
mixed. 

2-Ethoxyethanol. 

Iodoform. 

p-Menthane hydroperoxide. 

o-(p-Nonylphenyl) - omega - hydroxypoly 
(oxyetbylene) mixture of dihydrogen 
phosphate and monohydrogen phosphate 
. eaters, barium salt; the nonyl group is a 
propylene trtmer isomer and the poly 
(oxycthylene) content averages 6 moles; 
for use only os residual polymerization 
emulsifier at levels not to exceed 0 7 per¬ 
cent by weight of ethylene-propylene- 
1.4-hexadiene copolymers Identified un¬ 
der paragraph (c)(4) (11 of thU section. 

4,4'-Oxybls< benzenes ulf on hydraride) as 

chemical blowing agent, 

Phcnoihlazlne. 

Potassium persulfate. 

Sodium formaldehyde sulfoxylate. 

Sodium polysulfide. 

Sodium nitrite. 

Sodium salt of ethylrnediamlne tetraacetlc 
acid and glycine. 

Sodium sulfide. 

Styrene monomer. 

Tall oil. 

Thloxylenois as peptizing agents. 

Trtdccvl mercaptan. 

Zinc 4-fert-butylthiophenate as peptizing 
agent. 

f d> Rubber articled Intended for use 
with dry food arc so formulated and 
cured under conditions of good manu¬ 
facturing practice as to be suitable for 
repeated use. 

(e> Rubber articles Intended for re¬ 
pealed use in contact with aqueous food 
shall meet the following specifications: 
The food-contact surface of the rubber 
article in the finished form in which it 
is to contact food, when extracted with 
distilled water at reflux temperature, 
shall yield total extractives not to exceed 
20 milligrams per square inch during the 
first 7 hours of extraction, nor to exceed 
1 milligram per square inch during the 
succeeding 2 hours of extraction. 

*f> Rubber articles intended for re¬ 
peated use In contact with fatty foods 
shall meet the following specifications: 
The food contact surface of the rubber 
article in*the finished form in which it 
is to contact food, when extracted with 
w-hexane at reflux temperature, shall 
yield total extractives not to exceed 175 
milligrams per square inch during the 
first 7 hours of extraction, nor to exceed 
4 milligrams per square inch during the 
succeeding 2 hours of extraction. 

<g> In accordance with good manu¬ 
facturing practice finished rubber ar¬ 
ticles intended for repeated use in con¬ 
tact with food shall be thoroughly 
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cleansed prior to their first use In contact 
with food. 

<h) The provisions of this section are 
not applicable to rubber nursing-bottle 
nipples. 

(1) Acrylonitrile copolymers identified 
in this section shall comply with the pro¬ 
visions of ( 180.22 of this chapter. 

§ 177.2710 Slyrrnc-divinylbrnicnc rw* 
Sns rro»»-link«l. 

Styrene - divinylbenzene cross - linked 
copolymer resins may be safely used as 
articles or components of articles in¬ 
tended for repeated use in producing, 
manufacturing, packing, processing, pre¬ 
paring. treating, packaging, transport¬ 
ing, or holding food, in accordance with 
the following prescribed conditions; 

(a) The resins arc produced by the 
copolymerization of styrene with divinyl¬ 
benzene. 

(b> The resins meet the extractives 
limitations prescribed in this paragraph : 

(1 ) The resins to be tested are ground 
or cut into small particles that will pass 
through a U 3. standard sieve No. 3 and 
that will be held on a U.S. standard 
sieve No. 20. 

(2) A 100-gram sample of the resins, 
when extracted with 100 milliliters of 
ethyl acetate at reflux temperature for 
1 hour, yields total extractives not to ex¬ 
ceed l percent by weight of the resins. 

(c) In accordance with good manufac¬ 
turing practice, finished articles con¬ 
taining the resins shall be thoroughly 
cleansed prior to their first use In con¬ 
tact with food. 

g 177.2800 Text Ur* and textile liber*. 

Textiles and textile fibers may safely 
be used aa articles or components of ar¬ 
ticles Intended for use in producing, 
manufacturing, packing, processing, 
preparing, treating, packaging, trans¬ 
porting. or holding food, subject to the 
provisions of this section. 

(a) The textiles and textile fibers are 
prepared from one or more of the fibers 
identified in paragraph td> of this sec¬ 
tion and from certain other adjuvant 
substances required in the production of 
the textiles or textile fibers or added to 
impart desired properties. 

tb> The quantity of any adjuvant sub¬ 
stance employed in the production of 
textiles or textile fibers does not exceed 
the amount reasonably required to ac¬ 
complish the intended physical or tech¬ 
nical effect or any limitation further 
provided. 

(c> Any substance employed in the pro¬ 
duction of textiles or textile fibers that 
is the subject of a regulation in Parts 
174. 173. 178. 177. 178 and 5 179 45 of this 
chapter conform* with any specification 
in such regulation. 

id) Substances employed in the pro¬ 
duction of or added to textUcs and textile 
fibers may Include: 

( 1) Substances generally recognized as 
safe in food, 

(2) Substances subject to prior sanc¬ 
tion or approval for use in textiles and 
textile fibers and used in accordance with 
such sanction or approval. 


(3) Substances generally recognized as 
safe for use in cotton and cotton fabrics 
used in dry-food packaging. 

(4> Substances that by regulation in 
this part may safely be used In the pro¬ 
duction of or as a component of textiles 


or textile fibers and subject to provision' 
of such regulation. 

(5) Substances identified in this para¬ 
graph id) (5). subject to such limitations 
as are provided: 


Lift of tuUtanm 

(I) Fiber*: 

Cotton. ... 

liny on... 

(U) Adjuvant tubal anrta: 

Aluminum Mroraic 




4, 


4’-ItU(4 **/dllx*>4«hnhanotaminv-«H ri arin-2-v I 
nUnoJ-.^'-fttltU'wdluuWoiilc acid, diaodlu 
mUi 

M'-BIsU-aulUrichll-mvt by tot b ftnofciml i vrw»-lrt or in¬ 
i’- jtamlno)-2,^.*lllbrnv^^ acid, dl* 

sodium mil- 

flora*.. .. 

Bniyl<vc*tyl ridnolcatr.......... 

Dt-fert-Uityl hydrtKiuiuoor .•. 

lhmrih>lt*?b ... ; . 

KthytoiwfUarninHctmwritc arid, sodium salt. 

4-Klbyl4'br*»d<v>l roarphoUtdUin wM* 1 *. 


I*- Poe UJ* m ccJoroni only. 


Fat*. iMU. fatty acids, and fatty alcohol* derived from 
cam or. coconut, cotton***!. fiah, munardscod. palm, 
peanut, rapesard, ricebran, ®oyt*uu\, sperm, and tall 
oil* and t allow. ^ . . . . . 

Fat*, oita. fatty arid*, xttd fatty atoobota deyertb**! In tbe 
prrordinc Item reacted with orui or more of the (ollowitix 

wbltstKt*; 

a-Butyl and Nobotyl alcohol.- 

Dlrthytotv* yt>< ol..... 

Dtothanolarmnc....—.— 

IlrtTw* glycol (2-mVUi y l-V.i'pcnt amdlol) -!!!.. 

Ilydraffset...... 

Pmproiiyl alcohol......— 

Methyl alcohoL^...— ..—••• 

rofpthVknsirljrcoi (jnoteeular writht 406—3,0001.... 

Pol&Mlum hydroxide.~.-.. 

Propylene glycol... 

Fodinra hydroxide...*.~.—. 

Sulfuric pcid... 

Fomuddrhyd*... 

atoll nlum ethyl mliate. 

Ifexykn* glycol i2-raHhy!A4pcntmn*rtlol).-~— 

Ttobutyl alcohol......-.. 

Isopmp)I alcohol........ 

Kemseivr.. ....... 

Methyl wliTflf tnI/atrd ftcebfM oil.... — 

Mineral olL.—.. 

Mono- and dltaopropylated as- and p-erwota (taolhyrool 
rtori naive). 

A'-Otoyl. N'+**y\. A '-U-hydroiy-rthytoncdlamlflo- 

....«*•* 

Petroleum Milfonate.....—■• 

Pine oil » 

PolybuteYw. bydrwnatad; complying with the Identity 
mcribad under \ IT*.tTV>|h) of this chapter. 

Polyethylene, uiidlri*! lair blown*... 

Polyethylene tffrphthalate complying In compaction 
with the provtaloiv* of | »T7.l(aOid)(4)(U. 

Polyvinyl acetate....~..l... 

Polyvinyl atoohol.. v --- * •-"’i;-**** 

Potwrium soap of a saponified *ulfa*rd castor oil. 

Sodium Uf< 2 A<Uwthylh»ptyU) ■nlfaettcrtnM*. 

Sodium dioctyl taltonrglttnt*.~.——. 

t-odlum dodecyl ben« ne«ulfcinalfl---- 

SMJum fluoride —... 

Folium bydroeuinte......—-* 

Sodium hypochlorite...——. 

Sodium hairyt *uilht»— .——-. 

Sodium ’.*-mercantobet\»otliixtol*.. 

Sodium iientachwropheruMv....... 

StyrMvMintndlenc copolytner. v .-.——• 

Bulfated butyl, laolmtyl and propyl otaate .. 

Tallow ......—. 

Tallow, wilfonated— ... * 

Titanium dicnlde........ 

Trlel lumolAiiiirw.. ....... 

Ultramarine blue......—— * 

Waiea, petroleum...... 

Zinc b>dix*ttll»*....—.——. 


For use aa preservative only. 


For o*e only aa o lubricant in the manufacture of poly¬ 
ethylene trrephthuUte fibers specified in P«n*rM>h 
<c)(6)U) of thU teclion at a level not to exceed 0 W 
percent by Wright of live finished fibers. 


I For u*e as preservative only. 


For our only at a level not to exceed 0.15 percent Uy 
weight Of finished fiber*. 


For u» 01 ly at a level not to exceed 0,15 perwnt by 
weight of AiUsbed /IImv*. 

For uw only In the manufacture of Items for repealed 


_*. 1 HU For use aa preaerratl w only. 


For rose as preservative only. 
Do. 


<e> Textile and textile fibers arc used 
as arttclcs or components of articles that 
contact dry food only. 

(f) The provisions of this section are 
not applicable to Jute fibers used os pre¬ 
scribed by ( 178.3620<d * (2> of this chap¬ 
ter. 


§ 177.2910 Ultra-filtration membrane-. 

Ultra-filtration membranes identified 
in paragraph (a) of this section ” ia y 
safely used in the processing of fooa- 
under the following prescribed condi¬ 
tions: 

(a) The ultra-filtration membrane 
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consists of paper impregnated with cured 
phenol-formaldehyde resin, which is 
used as a support and is coated with a 
vinyl cliloride-acrylonitrile copolymer. 

(b) Any substance employed in the 
production of ultra-filtration membranes 
that is the subject of a regulation in 
Parts 174. 175, 176. 177. 178 and § 179.45 
of this chapter conforms with the spec¬ 
ifications of such regulation. 

<c) Ultra-filtration membranes arc 
used In the physical separation of dis¬ 
solved or colloidally suspended varying 
molecular size components of liquids 
during the commercial processing of bulk 
quantities of food. 

(d) Ultra-filtration membranes shall 
be maintained in a sanitary manner in 
accordance with good manufacturing 
practice so as to prevent potential micro¬ 
bial adulteration of the food. 

<e) To assure safe use of the ultra¬ 
filtration membranes, the label or label¬ 
ing shall include adequate directions for 
a pre-use treatment, consisting of con¬ 
ditioning and washing with a minimum 
of 8 gallons of potable water prior to 
their first use in contact with food. 

(f) Acrylonitrile copolymers Identified 
in this section shall comply with the 
provisions of } 180-22 of this chapter. 

(Seca. 201(f). 402. 409. 701(a), 52 Stat. 1046- 
1047 M amended. 1065. 72 Stat. 1764-1788 
<21 US.C. 321(f). 342. 348. 371(a))) 


PART 178—INDIRECT FOOD ADDITIVES: 
ADJUVANTS. PRODUCTION AIDS, AND 
SANITIZERS 


Subpart A—(Reserved) 

Subpart B—Substance* Utilized To Control tlio 
Growth of Microorganismv 

178.10)0 Sanitizing solutions. 

Subpart C—Antioxidants and Stablllxaro 

1782010 Ant’.oxidant* and/or stabilizers for 
polymers. 

178 2530 4-Hydroxymethyl-2. 6-di-terf- 
butylphenol. 

1762650 Octyl tin stabUUem in vinyl chlo¬ 
ride plastics. 

Subpart D—Certain Adjuvant* and Production 
A»d» 


178 3010 


1783120 

1782130 


178 3280 
178 3290 
178,3300 


178 3400 


178 3450 

178 3480 
1783500 
178 3520 
178 3530 

1783550 
178 3570 

1782600 
178 3810 

178 3620 
178 3650 


Adjuvant substances used in the 
manufacture of foamed polysty¬ 
rene. 

Animal glue. 

Antistatic and/or antlfogglng 
Agenta in food-packaging mate¬ 
rials. 

Castor oil. hydrogenated. 

Chromic chloride complexes. 

Corrosion inhibitors used for steel 
or tinplate. 

Emulsifier* and/or surface-active 
agents. 

Biters of stearic and palmitic 
acids. 

FWtty alcohols, synthetic. 

aiycvrin. synthetic. 

Industrial starch-modified. 

Iso paraffinic petroleum hydrocar¬ 
bons. synthetic. 

Kao*. In-modified 

Lubricant* with Incidental food 
contact. 

Methyl glucoslde-coconut oil ester. 

<i-Methy:*tyrenp-vinyl toluene res¬ 
ins, hydrogenated. 

Mineral oil. 

Odorless light petroleum hydro¬ 
carbons 


Sec. 

178 3700 Petrolatum. 

178.3710 Petroleum wax. 

178.3720 Petroleum wax, synthetic. 

178.3730 Plpcronyl but oxide and pyretbrin* 
as components of bag*. 

1782740 Plan lei/era in polymeric sub¬ 
stances. 

178 3760 Polyethylene glycol imean molec¬ 
ular weight 200-9, 500). 

178.3760 Polyethylene glycol (400) mono- 
la urate. 

178 3770 Polyhydric alcohol dlesters of oxi¬ 
datively refined (Oersthofien 
process) montan wax acids. 

178 3780 Polyhydric alcohol esters of long 
chain monobasic acids. 

1783790 Polymer modifiers In semirigid 
and rigid vinyl chloride plastics. 
1782800 Preservatives lor wood. 

1782850 Reinforced wax. 

178.3860 Release agents. 

178 3870 Rosins and rosin derivatives. 
178.3900 Sodium pentachlorophenate. 

178 3910 Surface lubricants used In the 
manufacture or metallic article*. 
1782930 Terpcne resin*. 

178.3940 Tetraethylene glycol dl-(2-ethyl- 
hexoate). 

178.3950 Tetrahydrofuran. 

178 3070 Ultramarine blue. 

Authoottt: Secs. 409, 701. 52 Stat. 1055- 
1056 as amended. 72 Stat 1785* 1788 as 
amended (21 US.C. 348, 371). unless other¬ 
wise noted. 

Subpart A—[Reserved] 

Subpart B—Substances Utilized To 
Control the Growth of Microorganisms 

§178.1010 Sanitizing notation*. 

Sanitizing solutions may be safely 
used on food-processing equipment and 
utensils, and on other food-contact ar¬ 
ticles as specified tn this section, within 
the following prescribed conditions: 

(a) Such sanitizing solutions are used, 
followed by adequate draining, before 
contact with food. 

<b> The solutions consist of one of the 
following, to which may be added com¬ 
ponents generally recognized as safe and 
components which are permitted by prior 
sanction or approval. 

(1) An aqueous solution containing 
potassium, sodium, or calcium hypo¬ 
chlorite. with or without the bromides of 
potassium, sodium, or calcium. 

(21 An aqueous solution containing 
dichloroisocyanuric acid, ttfchloroisocy- 
anuric acid, or the sodium or potassium 
salts of these acids, with or without the 
bromides of potassium, sodium, or 
calcium. 

(3» An aqueous solution containing po¬ 
tassium iodide, sodium p-toluenesulfon- 
chloroamide. and sodium lauryl sulfate. 

<4) An aqueous solution containing 
iodine, butoxy monocthcr of mixed 
<ethylene-propylene) polyalkylenc glycol 
having a cloudpoint of 90 a -100* C in 0.5 
percent aqueous solution and an aver¬ 
age molecular weight of 3.300, and ethyl¬ 
ene glycol monobutyl ether. Addition¬ 
ally, the aqueous solution may contain 
diethylenc glycol monoethyl ether as an 
optional ingredient. 

<5> An aqueous solution containing 
elemental iodine, hydriodic acid, «-(p- 
nonylphenyl) - omepa-hydroxypoly (oxy- 
ethylene) (complying with the identity 
prescribed in 8 178.3400(c) and having a 
maximum average molecular weight of 


748> and/or polyoxyethylcne-polyoxy- 
propylene block polymers (having a min¬ 
imum average molecular weight of 
1.900). Additionally, the aqueous solu¬ 
tion may contain isopropyl alcohol as an 
optional ingredient. 

(6) An aqueous solution containing 
elemental iodine, sodium iodide, sodium 
dioctylsulfosucclnate. and polyoxyethyl- 
ene-polyoxypropylene block polymers 
(having a minimum average molecular 
weight of 1,900). 

(7) An aqueous solution containing 
dodecylbenzcnesulfonic acid, polyoxyeth¬ 
ylene -polyoxypropylene block polymers 
(having a minimum average molecular 
weight of 2.800). In addition to use on 
food-processing equipment and utensils, 
this solution may be used on glass bottles 
and other glass containers intended for 
holding milk. 

(8) An aqueous solution containing 
elemental iodine, butoxy monoether of 
mixed (ethylene-propylene) polyalkylene 
glycol having a minimum average molec¬ 
ular weight of 2.400 and <*-lauroyl- 
omepa-hydroxypoly (oxyethylene) with 
an average 8-9 moles of ethylene oxide 
and an average molecular weight of 400. 
In addition to use on food-processing 
equipment and utensils, this solution may 
be used on beverage containers. Including 
milk containers or equipment. Rinse 
water treated with this solution can be 
recirculated ns a preliminary rinse. It is 
not to be used as final rinse. 

(9) An nqueous solution containing n- 
alkyl (Cu—Ci.) benzyldimethylammonl- 
um chloride compounds having average 
molecular weights of 351-380 and con¬ 
sisting principally of alkyl groups with 
12-16 carbon atoms with or without not 
over 1 percent each of groups with 8 and 
10 carbon atoms. Additionally, the aque¬ 
ous solution may contain isopropyl al¬ 
cohol as an optional Ingredient. 

(10) An aqueous solution containing 
trichloromelamine and either sodium 
lauryl sulfate or dodecylbenzcnesulfonic 
acid. In addition to uae on food-process¬ 
ing equipment and utensils and other 
food-contact articles, this solution may 
be used on beverage containers except 
milk containers or equipment. 

(11 > An aqueous solution containing 
equal amounts of n-alkyl (Ctr-Cn) benzyl 
dimethyl ammonium chloride and n- 
alkyl <Ci«-Ci»> dimethyl ethylbenzyl am¬ 
monium chloride (having an average 
molecular weight of 384). In addition to 
use on food-processing equipment and 
utensils, this solution may be used on 
food-contact surfaces in public eating 
places. 

(12) An aqueous solution containing 
the sodium salt of sulfonated oleic acid, 
polyoxyethylene-polyoxypropylene block 
polymers (having an average molecular 
weight of 2,000 and 27 to 31 moles of 
polyoxypropyicne). In addition to use on 
food-processing equipment and utensils, 
this solution may be used on glass bottles 
nnd other glass containers intended for 
holding milk. All equipment, utensils, 
glass bottles, and other glass containers 
treated with this sanitizing solution shall 
have a drainage period of 15 minutes 
prior to me in contact with food. 
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(13) An aqueous solution containing 
elemental iodine and alkyl <Cw-C«*> 
monoether of mixed (ethylene-propyl¬ 
ene > polyalkyleno glycol, having a cloud- 
point of 70 -77*0 in 1 percent aqueous 
solution and an average molecular weight 
of 807. 

<14) An aqueous solution containing 
iodine, butoxy monoether of mixed (eth¬ 
ylene-propylene) poly alky lene glycol, 
having a cloud-point of 90*-100 C in 04> 
percent aqueous solution and an average 
molecular weight of 3.300. and polyoxy- 
ethylcne-polyoxypropylene block poly¬ 
mers (having a minimum average molec¬ 
ular weight of 2.000). 

<15) An aqueous solution containing 
lithium hypochlorite. 

06) An aqueous solution containing 
equal amounts of n-alkyl <C,r-Cn> benzyl 
dimethyl ammonium chloride and n- 
aiky) (C.r-Ci»> dimethyl cthylbenzyi am¬ 
monium chloride (having average mo¬ 
lecular weights of 377-384), with the 
optional adjuvant substances tetrasodi- 
um ethylenediaminetetraocetate and/or 
alpha- (p-nonylphenol) -omega -hydroxy - 
poly(oxyethylene) having an average 
poly (oxyethy lene) content of 11 moles. 
In addition to use of food-processing 
equipment and utensils, this solution 
may be used on food-contact surfaces In 
public eating places. 

(17) An aqueous solution containing 
di-n-alkyl(C--C t -> dimethyl ammonium 
chlorides and isopropyl alcohol, having 
average molecular weights of 332-361. In 
addition to use on food-processing equip¬ 
ment and utensils, tills solution may be 
used on food-contact surfaces In public 
eating places. 

(18) An aqueous solution containing 
n-alkyl (C,--€«*> benzyldimethylammonl- 
um chloride, sodium metaborate, alpha- 
terpineol and alphalp-(1.1.3.3-tetra- 
methylbutyl) phenyl 1 - omega - hydroxy - 
poly <oxyethylene) produced with one 
mole of the phenol and 4 to 14 moles 
ethylene oxide. 

(19) An aqueous solution containing 
sodium dichloroisocyanurate and tetra- 
sodium ethylenediaminetetraacetate. In 
addition to use on food-processing equip¬ 
ment and utensils, this solution may be 
used on food-contact surfaces In public 
eating places. 

<20) An aqueous solution containing 
ortho-p henylphenol. orf Ao-benzy l-per ra- 
chlorophenol, para-tertiaryamylphenol. 
sodium - alpha - alkyl (Cir-Cu> - omega- 
hydroxypoly(oxyethylene) sulfate with 
the poly(oxyethylene) content averaging 
one mole, potassium salts of coconut oil 
fatty acids, and Isopropyl alcohol or hex¬ 
ylene glycol. 

(2D An aqueous solution containing 
sodium dodecylbenzenesulfonate. In ad¬ 
dition to use on food-processing equip¬ 
ment and utensils, this solution may be 
used on glass bottles and other glass 
containers intended for holding milk. 

(c> The solutions identified In para¬ 
graph (b) of this section will not exceed 
the following concentrations: 

(1) Solutions identified In paragraph 
(bMl) of this section will provido not 


more than 200 parts per million of avail¬ 
able halogen determined as available 
chlorine. 

(2) Solutions identified m paragraph 
(b)(2> of this section will provido not 
more than 100 parts per million of avail¬ 
able halogen determined as available 
chlorine. 

• 3» Solution identified in paragraph 
(b)(3) of this section will provide not 
more than 25 parts per million of tltrat- 
abic iodine. The solutions will contain 
the components potassium iodide, sodium 
P-toluenesulfonchloramide. and sodium 
lauryl sulfate at a level not In excess of 
the minimum required to produce their 
intended functional effect. 

<4) Solutions identified in paragraph 
(b> (4). (5). (6), (8). (13>. and (14> of 
this section will contain Iodine to provide 
not more than 25 parts per million of 
Utralablc iodine. The adjuvants used 
with the iodine will not be in excess of 
the minimum amounts required to ac¬ 
complish the intended technical effect. 

<5» Solutions identified in paragraph 
(b>(7) of this section will provide not 
more than 400 parts per million of dodec- 
ylbenzencsulfonic acid and not more 
than 80 parts per million of polyoxy- 
ethylene-polyoxypropylene block poly¬ 
mers (having a minimum average molec¬ 
ular weight of 2.800). 

(6> Solutions identified in paragraph 
(b) (9) of this section shall provide when 
ready to use no more than 200 parts 
per million of the active quaternary 
compound. 

(7) Solutions identified in paragraph 
(b> (10) of this section shall provide not 
more than sufficient trlchloromelamine 
to produce 200 parts per million of avail¬ 
able chlorine and either sodium lauryl 
sulfate at a level not In excess of the 
minimum required to produce its in¬ 
tended functional effect or not more than 
400 parts per million of dodecyibenzene- 
sulfonic acid. 

(8) Solutions identified in paragraph 
(b)(ll) of this section shall provide. 
w r hen ready to use. no more than 200 
parts per million of active quaternary 
compound. 

(9) The solution identified in para¬ 
graph (bX12) of this section shall pro¬ 
vide not more than 200 parts per million 
of sulfonated oleic acid, sodium salt. 

(10) Solutions Identified in paragraph 
(b) (15) of this section will provide not 


more than 200 parts per million of avail¬ 
able chlorine and not more than 30 ppm 
lithium. 

(11) Solutions identified in paragraph 
(b) <16) of this section shall provide not 
more than 200 parts per million of active 
quaternary compound. 

(12) Solutions identified In paragraph 
<b> (17) of this section shall provide, 
when ready to use. a level of 150 parts 
per million of the active quaternary 
compound. 

(13) Solution identified in paragraph 
<b> (18) of this section shall provide not 
more than 200 parts per million of active 
quaternary compound and not more than 
66 parts per million of alpha (p-(l,1.3.3- 
tetramethylbutyl)phenyl) - omega - hy- 
droxypoly (oxyethy lene >. 

< 14) Solutions identified In paragraph 
(bX!9) of this section shall provide, 
when ready to use. a level of 100 parts 
per million of available chlorine. 

(15) Solutions identified In paragraph 
(b) (20) of this section are for single use 
applications only and shall provide, when 
ready to use. a level of 800 parts per 
million of total active phenols consisting 
of 400 parts per million orfAo-phcnyl- 
phenol. 320 parts per million or (ho-ben¬ 
zyl-para-chlorophenol and 80 parts per 
million pa ra-tertiaryamylphcnol. 

(16) Solution identified in paragraph 
(b) (21) of this section shall provide not 
more than 430 parts per million and not 
less than 25 parts per million of sodium 
dodecylbenzenesulfonate. 

<d) Sanitizing agents for use In ac¬ 
cordance with this section will bear la¬ 
beling meeting the requirements of the 
Federal Insecticide. Fungicide, and Ro- 
denticlde Act. 

Subpart C—Antioxidants and Stabilizers 

g 178.2010 Anlioxidnnts jind/or Mobi- 
lixtn for polymcra. 

The substances listed in paragraph (b) 
of this section may be safely used as 
antioxidants and/or stabilizers In poly¬ 
mers used In the manufacture of articles 
or components of articles intended for 
use In producing, manufacturing, pack¬ 
ing. processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of this section: 

(a) Tlie quantity used shall not ex¬ 
ceed the amount reasonably required to 
accomplish the intended technical effect. 

(b) List of substances: 


Sv'stiJUtt 


[Jr* Hat ton* 


ATw-Alk vb.V’* (rarbo*ytnelh*t> •3T.AF- 
trimrlhylenfdiglyrine; tbe olltyl 
group w tren mam) rred in the ratine 
CirCj»ail4 (In' nitrogen content win 
the rangr 5.4-5.G weight prtrrot. 


p^e^AmylpbenoUoflTnaidfhyde rrdnt 
produced when oor mole of p-trrt- 
am vl phenol I* made to react under 
•rid condition* with one mole of 
formaldehyde. 

S4-Bit<l*nM4hyth#pUd#cyt)*p-crwl 


i. A* component nf nonfood article* com ply Inf with HtW® * ,u 
177.20M) of thU chapter. . . . 

At levels rvoc to «*t<ord 1percent by weight of natural rubtier. 
htttadtofMrryloftltrilr. bniadlmc-acolonlfrih-rtyrririe. and 
dirnr^fyrene potyrocm that arc u*d U» contort with 
food at temperature* not to exceed room temperature ond tnat arc 
employed In ckMuraaaahnc ga^et* co*nrtjdnf wtth UTMg 
this chapter or in cat inn complying with 1175-100. II.JU™. 
s )7,V.1?0of this chapter. The average thtekner* of such coating* at; 
cUeure-reallng gaxketx Khali not exceed acnj Wtflt. 
ir uw only at levels not to exceed 2.1*$ by weight of polyamide 

l/plilved from dlnwrtfrd vegrtaHe nil acid* (containing not mote tl an 
XKT: of nn>J!ou'ft arid*) and et bj lenedjoro me. 
h in cotnplrimce aIthfgftllaltaAlIn P***® ^ ”** * 

| ITV.tr* of t10* chapter. Mjvmee* 

t tur only at level. nm exceeding OS percent bywelghtofn^ftn po«>Tiwci 
omph-inf with f l77.162fKr) of thl» chupier. Heir* UJA iTWW 
U. XI. * 3 3, or 4. The average thkknetw of such polymers In the wrm 

n which thrv contort fatty food or food containing more than S prre 
>1 alcohol Khali not exceed (U004 Inch. 
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14-ButaivrdJol... 

Bat > feted. ft y renal cd cretob produ* rd 
when c<|ua) moh of isobutylene, sty- 
mis. and a rociarresolpanurcwul mis* 
lure having a no more than T C 
distillation range including 240* V are 
mi*tit* tolefttt so that the final product 
meet* the followintsfertiii alum* Not 
lens titan bS frt by we>ght of total 
alkylated phenols coniiiting of IJ 25 
pet f»y weight of Nitylatcd at- and p- 
creols, 76-» pet by weight of »tyr«- 
nuUtl a- and p^twols 3T7 4U pet by 
weight of tmt>Ut*d styrrnated •- 
and p-creaulx, and not mote than 10 
pet by w«ifhl total of alkyla’ed «yU- 
nokr. alkylated a-ctfMl* nJkylntrd 
phinol, and alkylated rthylphrnol: 
aridity not more than Cilia pet; and 
rvlrartive irvdc* at 25* C of 1-5530- 
1^. as determined by A8TM 
Method D 121*41. 

2 tnt * Butyl-«<J-hit-butyl-4-hydmiy 
phenyl) - p - rummy l bbt p ♦ non > l- 
nhimyl) pbcephn,. the iwnyl rrotip 
h a propylene trm.er iwmier and the 
plKMphtuui content i* In the range 
!11H 0 weight percent. 


2* O'* frrf - Butyl * Mijdiqiy-.V. mrthyh 
phmyl>4H lnoM>l^i not nan '«• with a 
melting point of 107-141* C. 


4.4‘-ButyUdenrhlri<hfrrf hutyl m-crcnot) 


Calcium bcnioate.„. 

Calcium myrtatate.. 

(41cmm rlctnolcate . 

Calcium stearate.. 

Coptic acetate and lithium Iodide. 


Cuprou* iodide. 


< ’uproua iodide and ruproua bmuude . 


C yanoguar Udi nr . 

Cydir neoprntajvetetrayl hlrioriadccyl 
phosphite); live phosphorus content 
U in tlM range of 74b*.2 weight per¬ 
cent. 


<.4'*CycIohr*y lideneld»< 2<yclohci>b 
pbenol). 


Dlcatyl Ihtofllpropiouate having a 
melting point of 6o("-C* C. as deter- 
i!nned hy A.STM Method K 3-4 and a 
aanocuriraUon value in the range 176- 
1M as determined by AHTM Method 
U-1VB2. 


For um only: 


I A* iwondrd in || 176 Ifd and 177.7(0) of this chapter. 

2. At levrfc not to rarer*! 0.5 percent hy weight of polystyrene. rubber* 
modified polyrtyrrne, or olefin polymers complying with ft 177.1320 
(c) of this chapter, item* 1.1, 14, U tl, 2.2; 24, 41,42, IX or 4. or 
comply)!*? wait olbcr revoon* la tills Parts 174, 176, ITtl, 177, 173 and 
11711.41 id this chapter, used in artlctcs that contort food **nly under 
tire condition* drvnlwd In 1 IT Cl ITU ic) cf this chapter, table 2, under* 
couthbous of use C through U. 


For use only: 

1. As components of nonfood article* complying with If 174105 and 

177 MO of this chapter. 

2. At lerets not to exceed I 35 percent by weight of natural rubber, 

butadiene-arrvlnnitrtle, buiadirne-arryloriltiile-sl)retro, and buta¬ 
diene-styrene polymers tlial are used tn contact with nonalcoholic 
food at tern|wraturr* not to exceed room temperature and that are 
employed in dOMire-sealiDf gaskets complyii* with | 177.1210 of 
this clkAptrr or in coatings complying wrth | 175400, 1 175.320, or 
1174170 of this chapter. The average thickness of surh coatings 
anil clivnrr scaling gasket* thall not rirwd oi)n| inch. 

For um> only at levels not to exceed 0iA percent hy weight of olefin polyiueri 
complying with 1177.1520(e) of this chapter. provided that the finW-r.1 
polymer contacts foody only of the typea him tilled in categoric* 1. II, 
IV-B, VI-A and B, \ 11 B. and VIII iu table l, 1174l7Uof Jits chapter. 
For u»o only. 

I. As provided in f| ITS. 105 and 177.MW of this chapter. 
it. At leveb not »i> record U.5% by weight of polyi«opylefM complying 
with 1177 1520 of Hus chapter and for use at Icvrb not to csreed 
by we,ght »d poIyethyUi* complying with | 177.1520 of this 
chapter, provided that lb# finished tiolypropylene and polyethylene 
contact food only of the types identified in ft176 iTCWc) of this 
cliaplrr, table I, undrt categories I. II, VI-B, and V III. 


For Gee only at levels not to exceed I pet by weight of polyoiymrthyleus 
copolymer as provided in 1177.2470(6)11) of thu cliapter. 


For use at levels not esceesltng 0.075 pet ru|>rvc acetate and Q.CK5 pet 
lithium iodide hy weight of nykm « re&lns complying with 1177.tWU 
of this chapter; the mu.nhe<d rrams are used or are intended to lw u*d U» 
contain foods during oven linking or oven rooking at temperature* uhore 
sat/* K. The average Uiickuese of such resins in the form in which they 
contact food shall not eerred 0.0012 inch. 

For use at lrvrb not eirredlng 001 percent cuprous iodide by weight of 
nylon »T resins complying with 4 in.1500 of this diapter , the finished 
resins are used or are Intended to no uurd to contain foods during oven 
baking or oven cooking at temperatures above 2!*t F. Tlvr average 
thickness of such rosing in the form in which they contact food rhall not 
exceed ci.00! inrh. 

For use at levels not exceeding 00TC6 perccrd cuprous Iodide and 0u0175 
percent cuprous bromide hy weight of nylon f«6 mots complying with 
ft 177.1500 of this chaptar; th# tlnisbed rceins are used or are intended la 
Iw used to contain foods during own baking or ovm cooking at tempera¬ 
ture* above 2Sf F. The avrrage thickneiw of such resins in the form In 
which they contact food shall not exceed 0 UCH5 inch 

For use only at leveb not to exceed I pet by weight of polyoiymrthylme 
copolymcT as provided in 1177.247tHb)(l) of this chapter. 

For use only: 

1. At levels not to exceed 0.75 perrent by weight of olefin polymers 

complying with | Hl-lBOw of this chapter, items 1.1,2.1. and 11. 

2. At lercb not to eiceed 0.25 percent by Wright of olefin polymer* 

complying wilh |177.157CNc) of tliis cluipier. item 24, that contact 
food Typrgl, II. VI A. VII B. and VII! drarribed in tal l# 1 of 
| 17rt 1704c) of tills chapter under ccudltiom of um I) ( for boil imb^e 
applUratiuna). (*, I), E. F, O, and 14 described In table 2 of 
| 176,170(c) of this chapter. 

3. At levels not to exceed 0.15 pci by weight of olriln pUymcn comply lug 

with 1177.1570, Items 1.1 and 3-7. that comart food Typco I.II.Vl-A, 
VII-B. and VIII d/wnhed In table 1 of 1176.170(c) of this chapter 
under ctm«lltious of use B itor bod in lag applications). C. 1>, E, 
F. O and K descritx-d In tatde 2 of 1176 l*0(c) of thU chai*ter. 

4. At levels not to vtrerd a20 percent hy weight cf polystyrene and, or 

rubber modified polystyrene complying with 1177.1 Wt» of this 
chapter that contact food under conditions of u» E. F, and l) 
described in table 2 of 1176 ITIKc) of this chapter. 

For use only at levels not to earned u.t percent by wetghl of olefin polymer* 
complying with 1177.1570(c) of this chapter, item* 1.1, 1.2. 1JI, 2.1, 2.2, 
2J. XI, X2, XX, or 4: IVandcrf, That the ftnbhed polyn>ers contact food 
only of the trpm Wrnlifbxl tn ft 1741?Dirt of tiUs chapter, table I, under 
categorira 1,11, 1V-8, VI, VII-B, ai>d VIII. 

The co ncm I ration of this additive and any other permitted antioxidants 
in the finblHd fooil-runlacl article ihall not exceed a total of 0.5 milligram 
per square inch of food-contact surfer*. 
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Svbfaut 


UflMWKff* 


A* r *VMWphniy Ulilotura 


2> t>l*lrrf -but > l-4-eU«> 1 phi hoi.. 


Hydrogenated 4.4*l%op«>P>Hdenc* 
diphrmrtphosphlte e*t«r nehu* |go- 
dticcd by the condentation of I molr 
of Iripbenyl phosphite and U5 mole* 
of liydnwwiMl 4.4'-isnprr>pyUdei»- 
diphcixd such that the finished realn* 
luvf a moimriar weight in th* rouge 
of 2.40CKX.000. a phosphorous content 
of *6 €i,'j permit, and contain no more 
than 2.2 percent by weight of residual 
free phenol, 


2 - Hydroxy - l-booctoxy* twnjcpheuonc. 
C hr mictd Abstracts (CA) name: 
Met Itanonr, |2d»*diox > 4* (nooct > I- 

^ V*"* < A Knfi54ry 

JOS'- Ilydroxy -S'- mrthylpltenyl) benro- 
tnaurir meeting Ibe following sproift- 
cation: Melting point I36MK* C. 


2-Hydroxy-1 n Hxtoxyd* n lopWi none. ~ 


4.4M*opropy1ldruediplui»ol alkyl t If u- 
Cn> phosphite*; the phosphorus con- 
tent i* in the range of 3.2 5.0 aritlil 
percent. 

Magraatimt salicylate.~—— 


2.2'Mathylenebis <*#r*-l*it>14-rlliyl- 

pbtnol). 


4.4*-Methyknebii (2.*di-ff**butyl- 
pheuotb 


Xr Methylenebts (4-mrtliyl4-frrf-bui> I- 
phenol). 


VC \. aT CvcU not to fttml 0.6 urroeni by wcjght of poJyrinjIrlilofid# 
and or vluyl cblande copolymer* complying with f I77.1W of tin* 
chapter. • 

2. At levels not to exceed 04> pet by weight of vinyl chlocIdr vinyl acetate 
copolymer*containing not more than 20 molar pet of viny I acetate. 
Fra use only In rout art with nonalcoholic final* 

1. At Jr vrU not exceeding 0J>t mgln : of food (Witat wnime and not 

exceeding 0.1 pet b\ weight in rthylenr pol>uirn. and .opolymen 
comply in* With ft ITT I V»Hc> of Uiia chapter, itrmi 2.1. 2.2. 2A At, 
&.*,*od .1 JX I 177.1350of till* chapter. The average thlrknrs* of such 
polymer* and copolymer* in the form in winch they cxmlttxt fi>od 
shall not exceed0JHC* In. . . .. . 

At level* not rxcr^bme 0.04 mg in-* of food contact awAiV ill ethylene 
polymer* and copulyn.ee* complying with I 177.I52W.) <»f IMa 
chapter, Item* 2.1, 2M. 2-3. XI. t f, and XX. | ITT.I.UU. and | IT7.l3.Vi 
of Ini* rhapter. The average thick hr-* of rtHi polymer* and rojKily- 
roers in the form In which they contact food shall be greatec titan 
0 0026 In hot shall not exceed 0.026 in. 

For use oulv at Irveb not to ext eed 0.53 nerrent by weight of vinyl chloride 
copoly men. complying with ft IT7.P«0 of thl* cViaptcr and or polyirluyl 
ditondo when yui h vtnvl dilcinUe homcwpitl/or copolymer* are u*?d in 
the manufacture of nr»d vinyl chlorttie oLuaitie tiottlr* inteuilrd ha’ con¬ 
tact writh cdlblr ihl* Unrludnt* edible oil in simple mixture of emoUion 
form!, all type* of dn«4«i|» foe tularb. and foot! of type* V 111 and IX de¬ 
ar fitted In table I of | 174 iTtKei pf! hi* chapter. The Unished lood-conlarl 
article containing this siobthrer, when cxintrtrd with dlsttlle«l water at 
IJi* F for I week (tfi* using a volume-to-surfuce ratio of 6 mllU- 

litcr* per wjuxre inch of surface tested, fhall yield extra* ted phenol not to 
exceed nor« milligram j»er *.’iuare Iwh of food-contact surforr and shau 
yield extracted organopbosphale* (total phaupbaUa mt»u* inorganic 
plMMphntcs) not tu exceed UdiOl milligram per a<|uarr Inch of food-contact 
surface. 

For use only at level* not to cxceetl pet by weight of olefin copolymers 
complying with | ITT.1620(c) of tins chattier Item* 1.1. U IA Xl. 2.2. 
X3, 3.1. 3.2. UA or 4 I*rwi4(4. Tl»at !he finished |Ktlyn»er contarls food 
only of the typey identified in I 173.170(c) of thi* chapter, talde I. under 
ratifies I. VII-b and Mil under condition* of u*e K. F. and U 
deacrilxd In table 2 of I lflUTtyc) of tbU chaiuer. 

Pol un* only; 

ft. A* component of nonfood articles complying writh fl 177.1010 of till* 
chapter. 

2. At iex’rl* not to exceed 0^6 percent by weight of rigid polyvinyl 

chloride and/or rigid vinyl chloride copolymer* complying with 
f ITT.IHgOof lltlx cliaptef. 

2. In ftolyslyrevie tliat compile* with | ITTJMOaf thL* chapter and that 
Ulimiteil to use in contact with dry food of type Mil described In 
table I of ft 17X17*1(0 of thU diaptrc. 

4. At levels not to exceed 0.25 percent by weight of polystyrene aiul.or 
rubtwr-randinrtj |»ot)styrene polymer* complying with ftl.. lM0 
of this chapter intruded to contact nonalcoholic food /vorldrd. 
Ttiat the finished l«a*»c rubber-nwellfled polystyrene polymera ill 
contact with fatty foodsshall contain not lea* than 00 weight percent 
of total polymer unit* derived from styrene monmnrr. 

For use only at level* not to exceed 0.5 percent by wHgltt of olefin |g»lyn»ef* 
complying will* ft 17T.L620(c) of this chapter, items 1.1. 1.2. 1 A. 2-1* 2.V, 
2jL 1.1, 3.2. X3. or 4 Tlat the Jlt.tshed poiyinef eonlarl* food 

only of tlie types identihed in ft ITXITthei of Ibis rltapler. table I. under 
categories I,'IV-H. VII- H. and VIII, and under the ecaiditlous of use It 
through II described Hi table 2 of | ITlLlTTXr) of this chapter. 

For use only at lerela not rxceotting 1 n percent by w rigid In rigid polyvinyl 
chloride aiidfur rigid vinyl ddorl'le mpotviner* eoRiptxing with II I.#.- 
iav». |77.liivor 177.1MQof this rhapter. and usmI In eontart with food. 
rx«Tpt milk, only under the courtmons descrflied In | ITXITfhci of this 
chapter, table 2. under conditions of use I> through ti. 

For use only in rigid poJyvln>! chloride and/or In rigid vinyl chloride «-o- 
polymers complying Willi I I77.b*«i of this chapter: /Varftfrtf. That total 
salicylate* (cairutated as I be aridl do not exceed tt3 f»crccnt l»y weight 
of fucb polymers. 

For use otdy: 

1. In acryloulthle-lmtad.eikc-strTenr copoiymsr* at K-vrl* not lo exceed 

0.6 percent hy weigh! of the copolymer. 

2 . In •cmirtgld and rigid acrylieanil n>o»l*ned acryllr plastics comply Uhl 

with ft 177.1010 of this chapter at level* not lo exceed 0.1 pet by weight 
of the plastic. 

For use only 

1. As iwoviib'd in ft I75.KU of this ebaptn. 

2. At levels iwd to exceed 0.25 percent by weight of petroleum hydro¬ 

carbon rvstn* used in compliance with regulation* In l*a»ts 174, 
175.170. 177.17k and | 17V 46 of Ihi* chapter. 

3. At levels not to exceed 0.23 pet by Weight nl lcn>c»c resin* uwsl In 

coniplianee with regxUations in Fart* 174. 175, 173. ITT. 173 and 
ft 179.45 of this chap***. 

4. At levels not to exceed 0.6 percent by weight ofjgrtyrlhylrn# comply- 

ittg with | 177.1620 of this chapter /Vcnbrf. Tliat the polyethylene 

T int product contacts foods only of tlie lype* Identified In cxUegorir* 
, If. IV-U, VI. VII B. and V»ll in talde 1. ft 17X170(0 of tIU* 

6. A? levels not to exceed 0.5 percent by weight of poHlwitadlruc usrd 
In ntblserartlrlescomplyliig with | I77.26U) of this chapter. I'twtirf/g. 
That the rubier cud product contacts foo«i* otdy of the type* 
blentthexl in rtilifnrle* I. II. f\ -II, V|. Vtt II, and VIII In tal.lr I, 
»l7X17lHr> of this chapter. 

For tiae only* 

1 At level* not to exceed 0.1 pet by weight of olefin polymer* complying 
with arc. 177.15’AKc) of tht* chapter* items 1,1.1.2. 1J, 2.1, 2,2, 2.3, 
6 t. XX 3-3, or 4 used In arllile* that emUart food of the types blen- 
titled In are, 17X170(0 of tf»i* chapter, table 1. under rategorfcrs I. 
II. IV-H, VI. VII-11, and VIII- 

X At levrls not to exceed 1 pet by weight of polyoi* .nelhykue copolyirut 
a- iwoCided in icc. 177.2470(b)(l> of this chapter. 

X At levels not tpexcr*-d (i-5 pet b> weight of polroxymorhylmr Ivomm 
jadyrner as provided in I 177.244*^bi(l> of this chapter 
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/.imtfsfh-ua 


3,2*-Mr t h > kmbixfo* (I -«net hjrlcy ch> 
hciylHwvmol). 


Ir j*d»iM<4-!nctbyb4-uoul> pbr- 
nol) aim] J.iMiisu'-bydruxy-AuouylvV 

mctbyMwiuylV-p^rwmJ mixtures 
(varying ivuporUon*). 

Nylon 01410,6 terpolvnirr. (see 1177.* 
1500 of this chapter tor identification). 
Ortadeeyl A.V<!l/rtf » hot> 1-f-hydroxy- 
hydrin ini.ornate, 


Peutiwryttirital and Ha »tvixn*te rtirr.^ 


Folyil.4 - c)cfohtt>li-oeiUmrt!iylrt»r - 
3,3M inodiprupionatc) partiaUy termi¬ 
nated with auvuyl alcohol aod pro* 
dueed when approximately equal 
niuN 1 d l.A-cyclohrxanedlnvrthaii'd 
and S^-Utiodiproploalc acid am .node 
to rtwrt in Uw> pnwMvao of staaryl al- 
©oM so that thn final prodikrt has an 
average inoWuhur «*c t«M In the ranee 
oI !,**> 2.200. fti delmuiDed by vttpur 
pressure osmometry. umI has a nuvvl- 
irnnn a lii value of 2.5. 

Polyp 1.3 • dibutyldirianuthkinedlyU- 
denel - 1,3-dithio! having (ho lor mala 
(C«lf|*5njS«(, (wheno n average* 1A-2) 
and produced so a* to meet the follow* 
faw specification*: Softening point, 
130-10* C; volatile component* at 
\XT O, lees than 1.0 percent: vulphur 
(sulOde) content In the raniw 20L5- 
22.0 percent; Un oontaul in the ranee 
52.0-3A2 permit. 

Potwwiuni bromide ru>d either Cttpffc 
aertate or cupric carbonate. 


Telralki!i[melhy)ej»r (AA • dWrrt-butyl- 
4-tiydnri} by drodnnaiuatc)) methane. 


M*ThlobUCMgf4>utyl ■ —Id) 


For u*r only 

1. A* provided in 1 t«7.U|lt of ltd* chapter. 

2 . At level* not to weed RJ pci by weight of t*il> ethylene complying 

with l 177.1391 of Ibb chapter /Tori**. Thai ibr Amahed poly¬ 
ethylene csmtoct* food* oiUy of tlie type identified in I JTfUTtXc) of 
this chanter. table I. underr*terori«w I, If, VI II. and VIII. 

3. lit polyctliylMie comply mg will) I 177.MJttof thu chapter l‘rr+td<d. 

Tliai the finished potyi* t by kne con tact a food* only of the type* iden¬ 
tified in I 176 ITtXr) nf tfoiw eJwprer, tabb* I, under categories HI. 
IV, V, VI-A, VII, and IX, and only at teitiPrnuurr* not to exceed 
room teiiiprratmr: And furikrr provided. That percentage (oiiorn- 
tratkm of the atitiwidaut in the polyethylene, when mulltidint by 
the Mi irk net* In Indw* of Ilia finished polyethylene, «haU not bs 
grtairr titan 0.0UM, 

For tue only 111 a< t\ lntiirritr-hntariun’*-*9yrrnr copul ymrtt nerd ineuniarl 
with n.nrolcoholu' funk 


For uw only at Iruii not to exived JA pete* ni by weight of polyrutywN'thy 
Icnc boroupolymer or |*uvidcd m | I77..:is»ibMI) of tm« chapter. 

For nee only. 

I. At level* mil rv ceding 0.23 pcnml |iy weight of olefin polymer* 
complying with | 177.1520'ci of Hue chapter, Item* 1.1.1 X 1-3. 3.1, 
2.2. 2 3. 3 I, 3.2. A3, or 4. Vt hen -urh polymer* air used in contact 
with fatty food, tlie permitngr rotvrrMrwtion of two unlkaklanl 
•ml,nr HuMhrrr multiplied by llw thlrknrw In inches of thr finished 
oJrluj (tolyrncr alkali not cacned a htt-ior of fllhfttt, except that coo- 
cent rat ion* of 0.1V, permit or Waa may l.»r uam) without timilatioa ou 

SfifeML 

2L A* iwovhlcil In »| l7A.htt and l77.WJO. a )ti> of thin chapter 
A At Irvch imH r\* ceding 0.25 percent by weight of poly«t>7cne and or 
robber modiurd pcdyityicnr polytn.m complying with f I77.PV40 
(J tbi» chapter, except that tbe fmiabed Iwaic ruid«r-mo<llttod 
iwlywiyTHw polymen In contact with fatly food* choil contain not 
V*9 than k*. weight permit of total polymer untu derived fnun 
alyrene monomer. 

4. At Icvdn nut to ex ml 0A percent by weight of acrv loiiitrlle-butadienc- 
•tyrene co|iolp»efv uwd in accurdotior w<ih prior eanctlon or 
remilai ion* In Fan a 174.173.17«. 177.178 and | ITfl.io of thU ctuipu r. 
y At hivel* not rx<ceding lJ.25 iwrmit by weight of olefin cofiolytuers 
twmplyhif with lT7,1520(e) of thla rhnpter. Itemn 3 4 
and A S : TrorWcd, That tb* tlnii»he«i |Kdrnn r contnetn 
nonfatty fotMl* only of the type* IdrtiMlieil In | 170,* 
17010^ of Ibl* chapter, table |. under ral<-tp*rle« I. II, 
IV H. VI. VII It. and VIII. 

For u*e only in rigid polyvinyl chbwhte ond.rg in rigid vinyl chloride 
copoly^ner* complying with | 177.P^O id thb . tupt. r i^tidtd. That 
the total amount of tienturrvthrllrj amLVw jk-ui,** ryihritnl Hearwlo 
fmlculaled M Itrr pentarrythrltob drew net etc** d 0 4 parcel it by weight 
of ouch polymer*. 

For ow only: 

I. In polyprrtpylenc complying with | ITT.iUnid of thin chapter. Hem 
1.1, om! u*e<i in com* t with nonfatty, nnnolct>hoiic food. 

A At levefa not to rv rel 0t5 percent by weight of |*d>pni») leiie com¬ 
ply big with | l77.tM0(e) of thla chapter, item 1.1, and uaad in 
couUrt with hUty* nonalmdvohc food. The averufe i luckier* of ni l) 
tiolynaera In the form la which they contort faltv uoruUcobolk 
< 00*1 fhall Hot etiwd Q005 korh. 


For ua only at lawl* not to exceed 0.2 pet by weight in poly vmy I chlorida 
rraui whew curb radn contlitutea not kgg Ukau ».7 pci of a liunbfd 
semirigid or ngld polyriny) chloride food-contact «urf»ce. provided that 
the fttiulKNl food-contact article la employed only to package meat, 
clxwae, and food type* I, VIII. and IX n« «Writwd in talda | of | |7C.- 
I70;c) of thU chapter. Tin* ftnidied food-eontart article containing this 
iiUhihicr, when extmrtcd Willi rrfirved ottoii^l odl at ISiT Y. fur 4k 
hour*, using a voluino-to-ruifar* ratio of 2 mllhlltcrv t*er *quii/e Iru-h of 
furfoce taxied, shall yield tin (Hiri not to exceed 0.0006 milligram per 
•uuarv inch of fiob otiLel Mirfiwe. 

For uae at level* not exceeding pci (wiiuMitnn bromide and 0.005 pvt 
copprr im cupric acetate or cupric onrbonat# by weight of nyloo 6fl reatna 
Miiiidying with ft 177.1500 of thla chapter; th* flublnd rmtui are used or 
am intended to be uukI to contain food* during oven baking or o%rn 
cooking ol tetnpnralure* at*ave F. Tlwt aicrjgc tUlrkncaa of auch 
realm in thr form in which they contact food ritull not exo^d aooiS 
tocti* 

For ur only; 

1. At levcla nut to exovd OlI pet by weight of olrtiit tkoly meri «mupWiug 

with 1177.1520(c) of thlj chapter, Hmi* l.l. IJ, 1 i. U A 2 , 2J. U, 
3.2, AS, or 4. 

2. At levels not to exceed 0 05 pi t by weight of ethyUmc-methocrylk 

•cld cotwlyuicta comply tog wlili ft 17«.!S3<I ef thla . banter and 
ethylene-airy lie acid ropolyrnm roniplying with ft 177.1310 of thla 
cluptar. Tike average thickness of gad) copolymani In the form In 
which they contort fou*l ahall not exceed a005 Inch. 

A At levels nut t4>exi*eed OA pet by weight of tlie following polylum 
when used in artfole* that cotrtoct norxicolvoile food: poMbfhM 
and niblier-inodlfled polystyrene complying with ft 177.1640 of thla 
rliaptrr;othykftaMwrvdlcacid copcdymrracomplying with 1177.1310 
of thla chapter, ethylene-vinyl acetate oopolymm complylmr with 
I 177.1520 of this clwipter; ctbyleiMMiietliacrylk acid copolymers. 
•<l hy len.Mnet harry lie arid-vinyl arriaie cotx>lymers and their 
partial mlu complying with ft 177.1330 of this chapter, Isubutylsns 
[•olyiuers complying with ft 177.1420 of thla cltaptar. and styrene 
NiltMllerie co|»ojyp»'vs used In comt>IUnc« with rrguUUon* tn 
Fart* 174, 175. 17*. 177, 17* and ft ITO.ftiof Oii* chapter. 

4. At level* not to exceed Ipct by weight of pulyoxymethykn# copolymer 
aa pruvideil tn aee, I77J47l)tb)(l) of tlUa chapter. 

A At level* not to exceed A5 pet by weight of puIyoxymcthyleiMf homo- 
polyuMr a* provided in ft 177^W0 t b. (1) of this chapter. 

For use only: 

1« As provided la |ft 175.105 and 177.7WOO of Mill chapter. 

2. At levels not to exceed 0^5^ by weight of poly* thy lute complying 
with ft 177.1520 of Uil* chapter: FVoctfrf. That tbe specific gravity 
of lbs polyethylene 1* not lew* than And further proouUd. 

That the finished pol>ethylene contacts food only of the types 
identified to ftj7*.ITtKc> of this diopter, table I, under categories 
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TliiodipropAonk add-- 

l,j>Trlij*Ui>NA4,5-trte<*A-d1-4^ 

l*ut y J44iydroiy t*n»y btanasaa. 


TrlCnUxrd tu<*vo- and dlnoDylphenyr) 
phoepbll* (whirh may contain tu* 
tnor* ihaii 1% by wright of trilao* 
(iropunolAmiM). 

1 A5-TTt»(X,ft * di^rrftjaKvl •4* hydnny* 

lw»ni y 1)-»-trta«lni»'2,4.fl (I HjLHfoHM' 


\*Jk - TriattJS * d! • Ifft • butyl - 4 - by- 
ilrot v hy aroaunamoy l)h b lah y dro-#- 
Utaatna* 


Triad - methyl • 4 • hyJroiy • 5 • t*H • 
butylpbenyi) Ixitaua. 


JUnc dlbutyldJthtocarbamal#-. 


LhmlMkmi 

For um only: 

L At level* not to Mceed ft.;* prl by weight of polynitra except iiykm 
rains identified in 1177.1*00 of this chapter. 

2. At levels not to aimed 1 pet by weight of nylon raius Menu Bed in 
1177.1500 of thU chapter. 


At hUdi out to etcenj 0.23 pet by weight of polypropylene complying 
with I 177 l?»W of this chapter. 

r In polyrthyune cmnplyiw with | 177.t*»of t!U« chalkier 
t*> At levels not to weed Oil weight pet. 

(b) At levels not to exceed <L3 weight pet In contact with mmfatty 
food. 

3. At levels not to eiceed 0A pet by weight of ethyVme jm .pylem^- 

othylldlno^norbonier*# terpolyuim complying with f I77.1MO of 
this chapter. The maximum thirknew of aueh iKrfytnenln the form 
In wblcn they contact food shall not exceed O.OOJ inch. 

For um only in contact with nonfaUy foods: . 

L At levals not to etread 0.23 percent by weight of polyjwopylmo 
complying with 1 177.1530 of this chapter. 

X At levels not to exceed 0.1 percent by weight of polyethylene comply¬ 
ing with 1177 J«0 of this chapter. . ^ . _. 

X At Wveto not to exceed QLfi percent by weight of «fbyjMMton1«M4- 
ethyUdine-Xnor fa qrneoa terpolyiuers complying with | 177.1520 of 
tikis chapter. The matimuro tMcknrsw of wfcchjwlytners in the farm 
in which they contact food shall not exceed 0.005 inch. 

Far use only: 

L At level* not to exceed ft.# percent by weight of polymers used as 
provided in 117X180 of this chapter. 

X At levels not to exceed OL# percent by weight of the following poSr- 
mens when used in arudae that contact bod of typos I. II. lV-8. 
VI-B. VII-B, and VJII dexcribed in tabte l of I 174.170(0 of this 
chapter Olefin polymers complying with | 177.1520(c) of this 
Her. Items LL LX LX XI. XX 2-A XI. XX Uor 4 or complying 
other s oeflons In Fnrta 171.ITS. t7X 177, 17» end I 179.6 of 
chapter vinyl rhkrtile polymer*; and/or vinyl chloride 
ropolynimi complying with | 177.11*0 of thi* chapter 
X At levels not Ukase**! 0.1 promt by weight of the foltowtag nolvmers 
when uaod in articles that contact food of types III- IN -A,V, Vf-A, 
VI-C. VINA, and IX dsecriM in table 1 of 1174.170(e) of this 
chapter Olefin polymers complying with | IT7.l.VJ0<c) of this chap* 
ter, items LI. Lil-i. XI. XX ix X i. 3 XXJ, or 4 or complying wtth 
other section* In Pans I7L 175. 17A 177. 17* and 1179.45 of this 
chapter, vinyl cbtaritfe polymer*; and/or vinyl chloride copolymers 
complying with I 177. ltiflO of this chapter. 

4. As provided In | 173.105 of this chapter. m _ .. 

A At levels not to exceed 0.2 prfc«ni by weight of polyttymno and/or 

modified polyytymie poly man ideuUiled in | 177.1440 of this 
chapter. 

A Al levels not to exceed 0.# perrenl by wHght of aeryVmltriVbtiU* 
diene-styrene copolymers used in contact with nonalcoholic foods* 
For use only at levels not to exceed 0.2 percent by weight of isobutylene* 
tsoprene copoiymywm complying wlthf 177.1420 of thtv chapter. /Yo* 
ridrj, That the finished copolymers con tart food only of the type# Identi¬ 
fied In 117C.I70(o) of thU chapter, table I, under types V, VII. VIII. and 
IX. 


chap* 
with < 


yi nr YttUcvlate... For use only in rigid polyvinyl chloride and/or In rigid vinyl chloride 

copolymers complying with 1177.1940 of this chapter. /YorW/d, That 
total mlIryteles (calculated as the add) do not exceed 0.3 percent by 
weight of snob polymers. 

Tine Ucerate.. 


§ 178*2550 4-ll>tlroxymrll»yl-2,6-4li»frrf- 
butylplirnul. 

4 - Hydroxymethyl -2.6 - dl - tert - butyl- 
phenol may be safely used as an anti¬ 
oxidant in articles intended for use in 
contact with food, in accordance with 
the following prescribed conditions: 

<a) The additive hAs a solidification 
point of 140’-141* C. 

(b) The concentration of the additive 
and any other permitted antioxidants in 
the finished food-contact article does not 
exceed a total of 0.5 milligram per square 
inch of food-contact surface. 

§ 178.2630 Octyltin ataltilixm in vinyl 
chloride plastic*. 

The octyl tin chemicals Identified In 
paragraph <a) of this section may be 
safely used alone or in combination, at 
levels not to exceed a total of 3 parts per 
hundred of resin, as stabilizers in poly¬ 
vinyl chloride and vinyl chloride copoly¬ 
mers complying with the provisions of 
| 177.1950 or S 177.1960 of this chapter 


and that are intended for use in contact 
with food of types X. H, HI, XV (except 
liquid milk). V. VI (except malt bever¬ 
ages and carbonated nonalcoholic bev¬ 
erages), VII. VIII. and IX described in 
table 1 of \ 176.170(0 of this chapter, 
in accordance with the following pre¬ 
scribed conditions: 

(a) For the purpose of this section, 
the octyl tin chemicals are those identi¬ 
fied in paragraphs (a) (1> and (2) of 
this section. 

<1> Dt(» - octyl) tin S.S'-bis < isooctyl- 
mcrcaptoaccUtte) is an octyltin chemical 
having 15.1 to 16.4 percent by weight of 
tin <Sn> and having 8.1 to 8 9 percent 
by weight of mercapto sulfur. It is made 
from <di(n-octyl)tin dichloride or dl(it- 
octyli tin oxide. The Isooctyl radical in 
the mercaptoacetate Is derived from oxo 
process Isooctyl alcohol. Dim-octyl) tin 
dichloride has an organotin composition 
that is not less than 95 percent by weight 
di(n-octyl) tin dichloride, not more than 
5 percent by weight total of n-octyltin 
trichloride and/or trim-octyi'tin chlo¬ 


ride and/or higher (more than eight (8) 
carbon) alkyl tin chlorides, not more 
than 0 2 percent by weight total of other 
eight (8) carbon isomeric alkyl tin deriva¬ 
tives. and not more than 0.1 percent by 
weight lower (less than eight <8> car¬ 
bon) homologous alkyl tin derivatives. 
Di<n-octyl)tin oxide has an organotin 
composition that is not less than 95 per¬ 
cent by weight dim-octyl) tin oxide, not 
more than 5 percent by weight of bis 
ltri(n-octyl>tinl oxide, and/or mono n- 
octyltln oxide, and/or higher (more than 
eight (8) carbon) alkyltln oxides, not 
more than 0.2 percent by weight of iso¬ 
meric-octyltin oxides, and not more than 
0.1 percent by weight of lower dess than 
eight 18 ) carbon) alkyltln oxides. 

(2) Di(n-octyl)Un maleate polymer is 
an octyltin chemical having the formula 
((CHn > :SnCJL-Odo (where n is between 
2 ajnd 4 inclusive), having 25.2 to 26.6 
percent by weight of tin <Sn> and hav¬ 
ing a saponification number of 225 to 
255. It is made from di(n-octyl)tln di¬ 
chloride or dl(n-octyl)tin oxide meeting 
the specifications prescribed for dl<n- 
octybtin dlchloride or di(n-octyl)tln 
oxide in paragraph (a)(1) of this sec¬ 
tion. 

(b) The vinyl chloride plastic contain¬ 
ers. film or panels in the finished form 
in which they are to contact food, shall 
meet the following limitations: 

(1) The finished plastics intended for 
contact with foods of the types listed 
In this section shall be extracted with 
the solvent or solvents characterizing 
those types of foods as determined from 
table 2 of « 176.170(c) of this chapter at 
the temperature reflecting the condi¬ 
tions of Intended use as determined 
therein. Additionally, extraction tests 
for acidic foods shall be Included and 
simulated by 3-percent acetic acid at 
temperatures specified for water in table 
2 of 1176.170(0 of this chapter. The ex¬ 
traction tests shall cover at least three 
equilibrium periodic determinations, as 
follows: 

<i) The exposure time for the first de¬ 
termination shall be at least 72 hours for 
aqueous solvents, and at least 6 hours 
for heptane. 

<11) Subsequent determinations shall 
be at a minimum of 24-hour intervals (or 
aqueous solvents, and 2-hour intervals 
for heptane. These tests shall yield di<n- 
octvl) tin SJS’-bin (isooctylmcrcaptoacc- 
tate) or dtOi-octyl>Un maleate polymer 
or anv combination thereof not to exceed 
0.5 part per million as determined by an 
analytical method available upon request 
from the Commissioner of Food and 
Drugs. 

(2) In lieu of the tests prescribed In 
paragraph (b)(1) of this section, the fin¬ 
ished plastics intended for contact wltn 
foods only of types II. V, Vl-A (except 
malt beverages), and VI-C may be ena- 
tested with food-simulating solvents, 
under conditions of time and tempera¬ 
ture, as specified below, whereby such 
tests shall yield the octyltin residues 
cited in paragraph (b> <1> of this section 
not in excess of 0.5 ppm: 
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1161ft 


Trmprra 

Food-*ijmiUUii{ Tim* turn 

•olvcwt Oioun) (d**T»w* 

VMun * 
Ml) 


Typ<! II... Acetic arid, 3 pci 

4ft 

VIA 

Type V_ IlrpUur. 

2 

HJ0 

Type VI-A RUiyl ofoohot. # pci. 

24 

1^0 

Typ* VUC. Ethyl alcohol, .*4 


1JQ 


pci. 


Subpart D—-Curtain Adjuvants and 
Production Aids 

§ 178.3010 Adjuvant! *iib*tanre» u*«d in 
llir niiinufiMturc of foamed poly* 
styrene* 

The following .substances may be safely 
used as adjuvants in the manufacture of 
foamed polystyrene intended for use in 
contact with food, subject to any pre¬ 
scribed limitations: 


Lt»t 


laopcttUu*..*. Kof iw o bJowii * •trnt. 

W-FciltAIM. _ l>». 

l,l # 4^Tftnapliluiuclliyk?nr Foe u.v only a* a Moalm mrnl adjuvant »u a Irvcl nut U» •‘tor.il by 

*rJ*M of SnJ*br4 foam***! p«»l>*i>*rmy- for u«* In emnort wltfi 

food only of lb« lyiira UlmUnrtl in I ITtUTWoj of tb;« ,hnj*trf, table I, 
uixW micron** !, 11, VI, and \ 111. 

Totixvj* For uw» only *> o hUarlnt aa^nt adjuvant at a not to eh^fd «..\\% by 

arrlybl «*f limalwd foaiunf |«o)yatymio. 


§ 178.3120 \rtimal gltir. 

Animal glue may be safely used as a 
component of articles intended for use 
In producing, manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing, transporting, or holding food, sub¬ 
ject to the provisions of this section. 

<ai Animal glue consists of the pro¬ 
teinaceous extractives obtained from 
hides, bones, and other collagen-rich 
substances of animal origin (excluding 
diseased or rotted animals ), to which 
may be added other optional adjuvant 
substances required in its production or 
added to impart desired properties. 

<b> The quantity of any substance 
employed in the production of animal 
glue does uot exceed the amount reason¬ 
ably required to accomplish the intended 


physical or technical effect nor any limi¬ 
tation further provided. 

(c) Any substance employed in the 
production of animal glue and which is 
the subject of a regulation in Parts 174, 
175. 176, 177, 178 and 5 179.45 of this 
chapter conforms with any specification 
in such regulation. 

<d) Optional adjuvant substances em¬ 
ployed in the production of animal glue 
include: 

Hi Substances generally recognized 
as safe in food. 

<2> Substances subject to prior sanc¬ 
tion or approval for use in animal glue 
and used in accordance with such sanc¬ 
tion or approval. 

<3 > Substances identified in this para¬ 
graph id m 3) and subject to such limita¬ 
tions as are provided: 


LUt 0/ •wfo»fo*rc« 

Alum hlnohlr *ulfot«- of ahunimuii ami 
auuuioiuum, nc»t*edujii. or ncxlltiinK 
4~4-'lilnro 3- nwi liy Iplw 1 »ol< j*ct» Iotoiii? u 
rtmol). 

t'hminiimi po<i»**luni (rhroin* 

•tan). 

SA-DboH h> I f AA.?//(rrmb) <Iioi hia- 

1 ktcoijwm <'vaiii)dilfooJt!iJt!arar}K)fifttr 
ivfoamlnc Hcpur-t . .. _ 

KthaiHdAniUkr.. . 

KthykwdtAjrmir .. 

Kurmalifohyri# 

Patawiuiri VmrthykJithtararhiuitaio 
Fola^iuiu im'iu* 

Rodami roMin iWItiUrft. 

Sodium rhlmarr. 

Sodium 

Sodium ibrncrraiitoMiitotItiar-olr 
Hotlluiu prrit&tiiofoplu-nati’ 

i • 

Xlnr rttuirib) MitiiiirarbutuaU* 

Zinc J'iii*ri a|»rohcttro<ht««otr . . 


L flnffiiffoNO 


Fn Uir a» Kn*TVOilrr only* 

for nvn «mly in nli»f iwH iia a niljoldil ftooculaul added to lt*r pulp utiv 
[M-tkiioii \wm \o t!»r dicrfflorrutuit operation ill the mamifartuie of i*ir*r 
and pojw hoard 
For on* *> pr**or*ntlvc mil). 

Do. 

A« provided m | ITS :n»of tbt* chaplet 


Foe um* as a |xr*#enauvi* only. 
1 1 

I >»» 

A» fitovlih d tn | O.’ISTD. 


Fi* umt m» only. 

Do. 

Do. 

Do. 

Dow 


Cel The conditions of use are as 
follows: 

(1> The use of animal glue in any sub¬ 
stance or article that is the subject of a 
regulation in this subpart conforms with 
any specifications or limitations pre¬ 
scribed by such regulation for the fin¬ 
ished form of the substance or article. 

<2> It is used as an adhesive or com¬ 
ponent of an adhesive in accordance 
with the provisions of i 175.105 of this 
chapter. 

«3) It is used as a colloidal ffocculnnt 
added to the pulp suspension prior to the 
sheet-forming operation in the manu¬ 
facture of paper and paperboard. 


(4) It is used as a protective colloid in 
resinous and polymeric emulsion coat¬ 
ings. 

§ 178.3130 \r»li*lailtr and/or ntitifog- 
*•«! MUlb »n food-packaging ma¬ 
terial*. 

The substances listed in paragraph <b) 
of this section may be safely used as 
antistatic and/or antifogging agents in 
food-packaging materials, subject to the 
provisions of this section: 

ta> The quantity used shall not ex¬ 
ceed the amount reasonably required to 
accomplish the intended technical effect. 

• b > List of substances: 
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IA*t Of *• bltOHCO* 

docykxxy) pofy-o*y«tl>> lew) 

AT Aryl weMidM where the aryl urouo 
U lauroyl, olfoyi. or «l«lv«d fwwn tha 
combined tally acids of coconut«!. 


N. iV-B Ui 1 2*J»> UraiyHhy balky 1 (C »- 

Ctt)amina 

KiV*Blf(M)y(lrMjtlb|0 alkylamto*. 
whrra ihe Alkyl irroujw (C*-CV oiw 
d<*rtv«i from tallow. 


fr,S • Bl#t2 - hyilmtyrth>l rlo-Wttua 
mid# nrtxlurrd when dkthaiuriawlna 
i« maa« to rood with nwthyl UunUa 
filch that (hr finished pcodurt: Ha* 
a minimum mrltiu* point of XT C: 
lias a minimum amide aw»> of '.*0 
l»c*rcrnt; contain* no more than 2 per¬ 
cent by a right of free djeifianolainliu*: 
and oootalui i>o more Ilian OA permit 
by weight of X..V’-U»C2-h>ilxux> 
etliyl)p!p«ailne, a« tktrrmiurd by 
laiprr cttronuUqgraphy mrthod 
« n-(Keh't*imcil ^m<gf-ri>«ln>cypoly foxy- 
ethylene) iwoduord by «lw* ooodrnm 
non of 1 mole of a-dodecanol wllli an 
average of 0.3 moire of ethytetia oti<le 
to for m oromlensaie having a hydroxyl 
evident of 2.7 to 2.9 pet and having a 
cloud Point of «T C to «• C lit 1 pet 
by weight aqueous Mdutiou. 

Glvcvrol rater mixtures of runuolrje 
acid. containing not more Uuui 50 pet 
monoricinolrate, Vi pet dirlrlnokale. 
10 pet trlrtdnoleaJe, amt 2.2 pet free 
glycerine. 


JAmUmtituo 

For use otdy a* an anlistat k A*dfor ant llmntlng of Hit at levels not lamuwml 
1X2 pci by a eight in polynlrfiti film not exceeding W9I Inch Ihkicairaa, 

For uw ool>. 

1. As antotatle and. or antifogglrw agent at if veto not to nwl a 

total of U.IS pci by weighi of t»Tynlenn film u*d for pockaglng 
mmU, fresh fruits, and fresh vegetables. The average thlckneas of 
Midi polyolefin film shall hot exceed O.fiOt loch. 

2 . As aatfiatte aad'or anUfuaUig agent at fovria not to exceed a 

total of 0,15 pet by weigh! or etnyfeoo-vlnyl amatc nopnlytiier 
film romplying with | ITT.1250 of this chapter and used for pai k 
aging meat, frosli fmiu. lrt*li vegetaixl**. and dry (wet id tyj* 
VII I 'Inscribed iu lalde l of | l7«,t7U'e> of this chapter. The average 
tliH’knesa of such rthylrne-thiyi acetate copolymer fUm sholl not 
exceed U.fln» inch when usnl for packaging meat, ftmh fruits, amt 

For use Otdy •» anTsiitHtHlU- sgenl at levels not to «V»-d fl l p» t b> aright 
of polyolefin lood«iMit»‘t film*. 

For uw only: 

I. As an anUstallr agent at level* not toexcud n.U art by weight lu 
molded or extruded polyethylene containers lliat contact food 
only of the lypaa IdentlUed lu 4 l7A.l70<e) of this chapter, table t, 
titukr types I. IV- it. Vl-ll, N II H. and VIII, under the conditions 
nf us** Ethrough Q dmw«i*d in table 1 of I i;a.l?lKe) of this 
• hont«r provided such Incuts hava n pH above 5JA 

;* As au antlstat ic agont at bevels not to exceed fi. 10 mg. tier at|UarcitMSli 
of food-contact suiface In vinylldene chloride copolymer mating* 
implying with H I7XJC0.177.t3nn, or IT7.1ftWof tlds chapter, pro¬ 
vided that Hucb coatings contort food only of the types Identtfisd 
in I l7AI7U(c) of tills chapter, table I, under type* I. IN. Ul. 
VIII. and IX mnler the eondUlons of use K through *1 described 
in labia 2 of 1l7f.l7»He) of this chapter. The flnialwd eofwJymr** 
uh^li contain at least 70 weight pet of lanlyut' r unite derived from 
vinyiideor chloride; and shall contain not more than & weight 
pet of total polymer units dmv«J from at-rylaniiiir. acrylic arid, 
fumarla add. Itaoooic acid, mnthacrylir acid, odadecyl melh- 
acryLaic. and vinyl fuUonlc add. 

For tier only as an antistatic agent at leveb not to exceod 0A percent by 


tastvy cream, yogurt, and fixxb of lyp* V Ilf as rkecfiM in tanlr I of 
1170.170(c) of this chapter. 


F«a use only as an anttvlatii sgr nt ai trvdr not fn recced 9,2 pci by wrtglit 
In Imr-Mlr polyrlhyb jve film having an average thieknr* nol »t- 
crodltig 0.005 inch. 


A* an anllfngging agrnt at kvrl* nol exceeding 1.2 pH by weight of |>er- 
mftted pla-nnred vinyl chbwidtf homo and,or copnlyinrrv. 


§ I 7 R..H 280 Castor oil, hydrogenated. 

Hydrogenated castor oil may be safely 
used in the manufacture of articles or 
components of articles Intended for use 
in contact with food subject to the pro¬ 


visions of this section. 

(a> The quantity used shall not ex¬ 
ceed the amount reasonably required to 
accomplish the Intended technical effect. 
<b> The additive is used as follows: 


V$f 


ItmUothms 


1. Ask UiUlcain tor vinyl rhlorldr poly* 

mm» aw'd In the manufacture of 
arttrV* cc components of art kiss 
mulliorirrd for food-con tact uw. 

2. As a component of cellophane.... 

3. As a coin poo rnt of resinous and poly¬ 

meric costing*. 

4 Ax a component of p*(wr and |»prr- 
imnnl to contact with aqueous and 
fatty food. 

%. As a component of closures with *nd 
ing raslets k»e food eoritAlnrr*. 
a As a co«nt»tiri»t of mws Unked poly¬ 
ester l cat ns. 


For uv only at kv*1s no4 to *xcerd 4 pH l»y weight ofttiryUhloridr fv4y- 
ttmfc. 

<.'amply lag with 1177. JJOO of this chapter. 

C'oauplylng with 1172.300 of Uils rhafdsr. 

C'mnply Ing with | IW.ITOof th!« chapter. 

Cum ply trig with | 177.1210 of this chapter. 

Totnplying with | I77.M3) of this chapter. 


§ 178.3290 Chromic chloridr compIcNc*. 

Myristo chromic chloride complex and 
si ear a to chronic chloride complex may 
be safely used as release agents in the 
closure area of packaging containers In¬ 
tended for use in producing, manufac¬ 


turing. packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of tills section: 

(a> The quantity used shall not ex¬ 
ceed that reasonably required to accom¬ 


plish the intended technical effect nor 
exceed 7 micrograms of chromium per 
square inch of closure area, 

<b> The packaging container which 
has its closure area treated with the re¬ 
lease agent shall have a capacity of not 
less than 120 grams of food per square 
inch of such treated closure area 

§ 178.3300 Corrosion Inhibitor-* u«*cd 
for »trrl or tiophite. 

Corrosion inhibitors may be safely 
used for steel or tinplate intended for 
use In. or to be fabricated as. food con¬ 
tainers or food-processing or handling 
equipment, subject to the provisions of 
this section. 

<a> The corrosion inhibitors arc pre¬ 
pared from substances identified in this 
section and used subject to the limita¬ 
tions prescribed. 

ib) The following corrosion inhibitors 
or adjuvants are used in amounts not 
to exceed those reasonably required to 
accomplish the intended physical or 
technical effect: 

1 1) Corrosion inhibitors (active in¬ 
gredients) used in packaging materials 
for the packaging of steel or tinplate or 
articles fabricated therefrom: 

List of substance* Limitation* 

Dlcyclohesylaminc arul tta aalto of ..- 

fatty acids derived from animal 
or vegetable oil. 

DIcycIohcxylamLne nitrite..... 

Morpholine and Its aalta of fatty —. 

acids derived from animal or veg - 
etable oil* 

*2> Adjuvants employed in the ap¬ 
plication and use of corrosion inhibitors 
LUt of iubitanct* Limitation* 

Propylene glycol- .... - 

g 178.3400 Kintthiftm and/or *urf*cc- 
nrtixe agent*. 

The substances listed in paragraph <c * 
of this section may be safely used as 
emulsifiers and/or surface-active agents 
In the manufacture of articles or com¬ 
ponents of articles Intended for use in 
producing, manufacturing, packing, 
processing, preparing, treating, packag¬ 
ing, transporting, or holding food, sub¬ 
ject to the provisions of this section. 

ia) The quantity used shall not ex¬ 
ceed the amount reasonably required to 
accomplish the intended technical effort: 
and the quantity that may become a 
component of food os a result of such use 
shall not be intended to, nor in fact, 
accomplish any physical or technical ef¬ 
fect in the food itself. 

<b) The use as an emulsifier and or 
surface-active agent in any substance or 
article that is the subject of a regula¬ 
tion in Parts 174. 175, 176, 177, 178 and 
I 178.45 of this chapter conforms with 
any specifications and limitations pre¬ 
scribed by such regulation for the fin¬ 
ished form of the substance or article. 
(c> List of substances: 


FEDERAL H4CISTIB, VOl. 42. NO. 50—TUESDAY, MARCH 15, 1977 











RULES AND REGULATIONS 


I-liil 


IM4 

«-Aliyf-, <r alkenyl-. nml 


AlL>b, «-alkenyl-, and *-ulkYtoyl- 
tmi'ga-hydrovypoly icxyet h y I e n e) 
mluurr rotuHtinjt of JO wr iC ht jvt 
of <M2.i«6-trti»obui>!phfcnyl) 
hylrmy poly faiyefhy 1*1*0 ha- 
average poly ;oty*( by lane) cot 
7 moors «M 70 woijrtit prt of a 1:1 


3 ylWn, . 
bavin* an 
w —_,— w — w .—-) content of 
7 n»okt oil I 70 weight prt of a I I 
weithi ratio mixture oC edZHft- 
<**Iim!«nvii)J . on<m - h)«Jrmv|Mii> 
<o\>«'U»Op»i*) havlire an avi rocc poly • 
• oxycihylrn*) content of 1% tnolaS ami 
*-aIkyl(CiH'») OWN * hydroxy poly • 
(oxyeth*ten#) bavins an averagr poly • 
(ciiycthylrue) content of lb f po b w 
n- \lkyU * rpa hydroxy puly<(>xy«dft\ I 
enr) {rod awl by condor uni ion uf 1 
UMMP nf C|» C 0 at ruif tit-chain ran 

domly Milwtltmnl wondn/v almbftl* 

With an awrope of 7- 20 moiea ofclhyl- 
*tn» oxide. 

n-A!k>ii«iillo4MiP udkyl croup m in lh» 
r-infii* Cit Ctf irj||» not Ust limit *i) 
H i (C„ Ch). 


fiwafaticai« 

For tm only at levels not to timed 0 .a i»*i l.y erlgl t of «u»tnmv. Miiady m* 
With | 17dJLJ0of thiachapter and limited to inr oa on rtunliifler lor |».U 
bvdric alcohol dkwters used a* trovidrd In I iTKJCTibKi. The *., R hi of 
thn Onitilied crating ahall r»cof eseood * m illt*r «m« |^r wtuurr inch of 
M^nntal mirfia e. 


Ammonium aalt of cproudircd ob-ic 
acid, t* educed frtwii raaoittltml oleic 
add (predominantly dinydmiyitaejir 
and ncrtuvyhydroiyrtc.tfW' neUte) 
meeting the fohowtrtf ideations: 
Add number ICO-ISO, 8 h|hm: 10« iiiioti 
nttnilKf 2HV 2V». Iodine number 2-M, 
and rpn*> group*&0 4 percent. 




To. u mi Only: 

I. Aa proxi.Jrd In | IX 170nf iLn .1 »ipt«V- 

J. At level* not to n«wl • |vjt t«y wight #f i*.J> vinyl ddfltbh .vul nr 

vinyl chkirklo coimAymm complying wnh | I77,l‘*n u( Utt* chap* 

|jiy 

For u»r only 

1. Aa a |k»I> mmrAtioti eumUiflrr at level* not to exceed 1,5 pet b> 
weight of tiny I ch'<*vd pplytm-n u«d n* cmn|KMienla «>f nonfood 

nith || 175 ito, I7A.J0Q. 170.170. lTAPG, and 

-~ V * poU mm are limited to 

ropol) turn complying 

2. Aa a paUrvartnUoa «»nul«irtrr at lrv*b not to exceed 1.5 pet by 
waiicht of vinyl chloride* my I acetate ropolyrer* aa con; 
t>unrriM Of t«oufotrI anidra emtiplvitw with t; I7A.I0A. I7V3DO. 
17U.170, ITriWi and 177.1210 of I hit chap* er. 


••l)i-nr-l»uiy!plirti)Ui«(rbytlMtt>- 

fwly(o%yethyJenrl iirodttccd by tile 
<«mip»)«utkwt of 1 ninle of dMrc-bu- 
tvlpUenol with on average offlt or 
moles of ethylme o*Wa; If a 
Meud of products la used, the aver- 
rute number of moiea of ethylene uiui* 
njoctrd to produce any proiluct ihut 
ia a rasnpourtit of the tilrnd ahall l«e 
in Um runati i-M or arc-bufyl 

piuupe am pr*-<tomlitantly itklperrent 
or mflnt) •*. p-aulwtiltKnU 
••nodccyl-OfiNoN-htdroitpoly iovyetliy!* 
cur) mixlure of diliydxnaen pbiy» 
jdiate and muoabydrogen nltottpiiate 
»viers i hat have an acid number (to p 11 
te) of HKI-U1 and tliat are produced 
l»y the eMcriUcntimi of the cumtenao- 
tmn product of I mole of tt-dodrcvl 
ukri>htf»I valift HA Tliolrt (if «tli)hlir 
oilde. 

a- f p-I>*4t<ilpk t ayf)-ou.fpa hydroxy- 
lady(ox> el Itylnu'j (tfodured l»v the 
r.itidrrientlou of 1 mote of doderyl- 
phrnol (doderyl gnaip la a propylem- 
lei ranter Ivjmrn wltL an avenwr rd 
f-14 or 30 VO moiea of ethylene Hilda, 
ll a t'lwnl of products la used, the aver- 
ac* niirtdier of moles of rtbYleiae oilde 
tended to |arodtuv> any pfreWl (hat Is 
a oouiponeni of (be blend »bail be in 
the moire 4 ll or JtMMl. 

«♦ ip• Nonyfplietiyl) -owrya *bydrwy- 
p*d> roiyethyleoe) ml tune of ibby- 
drogen |khnaplmlc and numohydiuven 
Hmutdinte • - »\r an ac d 

uiimtHt (to nil A.i/of 4 U^cj and that 
ore pnalucer) fiy I lie oteriOcalloii of 
• ip • uonylphtuprl) <m msd 

|ady(otyrth>l«ner a_ 

lliekleumyiawibedlnl 

in average |aj|. _ 

of ,VWU nu>ic« 
nyl»Hmirgab>(lrotypoly 
) min tire of difiydnsten 
a:ul in<»t»ofty«lro*tn pbo*- 
l i fun laave an arid num* 
5J) OJ «U TJ and tliat are 
the ruteriOcaUim of « 
ylNt.urso-hydrotypoly 
i •<»?! ipl y 1 (kg vrtlb 111 ** 
W lu |17lLJ40Dtc> 

W,T,r^' a *- 

o«rfo4.3 

ktuie of c__ 

* ami tiMuvohydfOfiMi i 
i dial linvr art acid mm 
ILJ) ot<j* 110 and that ui 
by the eaterillcnlkMi u. < 
ibonyD-wurwa-hydroiyp 
lrtn j oosutilylnc wiih 
, preacrilietl lu | 17XJ4 


articled cotitplytn*j 


177.1210 of I JiiarUapler. ^ucti riiivlchJ<ai*k- polv 
pelrvinyl chloride and vr vinyl chkr.de ropt 
with 1177.1'iHOof UUi r|tttpi*r. 
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LWfi/Suttn'f" 

U» pnelw * a*»y product Out b • rom- 
ponmt W tbe^blfmd shall hr in the 

«MpSTon% \ >-em<'v**bydrtiXypaly 

(oxyethyknel eutfei*. ammonium or 
Mlmm salt: Ilia nonyl *rnap t» a 
propylene iriirin iMMnn atul lb# poly 
loxyrtbylcueJ content uvrmifi' 4 
move. 

Poly(«ny|ropjrl*nir) (I5 ttanlei) block 
polymer trill* polybJiyHhyfteoe). 
The IknkJwd block potyomr* mart 
lb# follow m* »f#*clfkatk>ni. Aimer 
molecular weight ll.OOO-lfcjOOCl; by* 
druxyl cloud jxwnl 

alwv* UMT C. tut V) pet eofotku. 

w* bate 20 lioljftaplhjlew 120) 
sorhttan monoftaunUej inerting the 
following > pee if nation*: AiponlArw 
tlon number 40-30. anti numbcr 0 2, 
hydroxyl number OO-lOtb cuyethykne 
control 70-74 pet. 

rolywrUl# 40 (rWypxyrthytrne cm 
sortltan motioprtitiKta) inerting ft* 
follow me uprclllcfttion* ftapontflea- 
tlon number 4l^i3, uiyrthylen# «n- 
Unit pet. 

Pol vwt tali* «» coafarmhag to lb# Iden¬ 
tity pr«*rrtb«! tu | I72JUB oI this 
chapter. 

Pol vim* bate aft rntilWntiini to lb# Mm* 
uty pmrrtUd in | 172.83S of this 
chapter. 

Mmikrtl « nmlnnnlnit to the Iden- 
Uty pnornbrd in »tSfJMO of this 
chapter. 

* 1 ^ (polyoxyethylene Oft) 

>) meeting llw follow* 
Uont: tiapotoifkatlota 
oxyrthylriu! content 

ikyibrnrriurtiUotsai# (alkyl 
* mliuuilly Ci) and Cu and 
: percept C* to C»«>. 

xyl suUuttiec inair. 

1 snl(usst<< lualr. 

Utsobntyl suMoeumuale... 

tyl sul4«wuecinau>. 

tiprnlyl sulfiwurriiiaie. 

Ilindcry I lulkettecWiaUe.. 

IflltMt... 

r?alk /tphenoxybemenedt- 
1 wxliutn dlaiky IphrMoxy - 
Ifmute mixture* eoutaln- 
\ than 70 |»rt rd the mono- 
where the alkyl 


for tier only u a iurfocractive apn( at knrob not to ncrod <kfl pm>ont by 
weight of polyulrfm niro tit iwlyoWku mailtjfa. borh polyolefin tUm tuv 
polyokfln cttllftp »hall have an average thirknma not to exceed 0.0ft. 
Itwh and shall bo limited low n contact with fiwd* that bare a pH 
above ft.O and that contain no more than S pet ot alcohol 



Kwr use only a* a romponatU ul uordood ankle* ctanplyin* wtlbH 17S.* 
*W. m.m 17. r r.380. 170.170. imtak 177.1QI0, 177.1JQO, 177 1(00. 177.- 
‘J0W. 177.3*®. »f this chapter and 1 IeASIJO. 


Horbiian 

loving 

number 
Ur 330- 
sorhtUin m 
»«* *P 
number 
tii»2l(X 
fkrbitan 
following 


product 

: r c* 


•lm 


lie inerting lb* & 


ItS-KW. by 


MU_Ihde meeting the 

27VX*. 

ikeWtan monad carat# conform (t»g In 
the identity prrarrttoO »n ft 171MJ ot 
thin chat ft re. 

bortMtan utolralc meet lug thr folkrwtnc 
spnclftcatiouv: tfapOdllkaUon No. l*ft- 
1&; and bydrtwyl No. ’•V-Oft 

gorblian trkteamtr inertin g tJU Jjdlnwr- 

*42* ‘ “ 

cHpd.t^TdfttnelMyUllJylll'kiiyl}* 
ofa^e-hydroxypolv(ii«yclliylm«l prtc 
dwed w Ibr oondi«nsaium of I molr 
of p*iui.»d#Umm#t»iylli«tyl) phenol 
with an avemtfr of 4-14 nr a>-4h mole* 
of ethylene cutldc; If a Wend of prod- 
tscU U uend, the avrfiiK* imraber of 
moWa of vthylme nxkk rr* ted to 
twoduoe any produ* t that ui a com¬ 
ponent of thr l*W*rid shall let lu the 
rauge 4-14 or av-.v 

Truaeodmm .V-(l^-dkaubcniycihyl)- 
N •■ociadecy laiUnawhaiMU'. 

• - Tiidrcyl - i - bydnuypoly 
(oxyethyfcnn mixture ol dthydr^ 
yen phoepl** 1 * «md mimoliydmyon 
pboephate exlerv that liave an achl 
miwbar (to Ull 5^0 of 7(^ * WmI 
that are prwlucnl by the eetrrlfW a* 
turn of the cnodermlioa leirduet of 
one mole of itroreea Irltkcyl 

alcohol with JL5-tU moke of rthyb 
erne oxide. 

■ . Trfdecyl • en xrgo * hydro* ypoly 

plKNipliat# eeter* that Imre an arid 

lion of the ccmdmwition r*r<»durt ul 
one mole of *'oto , ‘ |woccs> tridery 1 
alcohol wtth V I0 mobe of ethylm# 
nHW. 


for uw only v a polymerUatioe emulrtfler t«r mini applied to tea-bif 
ouiarftaL 
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<d> The provisions of this section arc 
not applicable to emulsifiers and/or sur¬ 
face-active agents listed in f 175.105(c) 
*5) of this chapter and used in food- 
packaging adhesives complying with 
t 175.105 of this chapter. 

| I 78.3 1.70 EMm of Mcarir ami |ialn»itir 
Ncidit* 

The ester stearyl palinitate or palmityl 
Mcarate or mixtures thereof may be 
.'afely used as adjuvants in food-pack¬ 
aging materials when used in accordance 
with the following prescribed conditions: 

<a> They are used or intended for use 
as plasticisers or lubricants in polysty¬ 
rene intended for use in contact with 
food. 

<b> They are added to the formulated 
polymer prior to extrusion. 

(c) The quantity used shall not exceed 
that required to accomplish the intended 
technical effect. 

§ 178.8180 Full? iili uliuU, >viitlwtir, 

Synthetic fatty alcohols may be safely 
used as components of articles intended 
for use in contact with food, and in syn¬ 
thesizing food additives and other sub¬ 
stances permitted for use as components 
of articles Intended for use in contact 
with food in accordance with the follow¬ 
ing prescribed conditions: 

<a) The food additive consists of fatty 
alcohols meeting the specifications and 
definition prescribed in 5 172 864 of this 
< lwpter, except as provided in paragraph 
<c) of tills section. 

•b) It is used or lutended for use as 

follows: 

< 1 > As substitutes for the correspond¬ 
ing naturally derived fatty alcohols per¬ 
mitted for use as components of articles 
intended for use in contact with food by 
existing regulations in Parts 174,175.176, 
177. 178 and i 179.45 of this chapter: 
Provided. That the use Is in compliance 
with any prescribed limitations 
<21 As substitutes for thevorrespond- 
uig naturally derived fatty alcohols used 
hs intermediates in the synthesis of food 
additive* and other substances permitted 
for use as components of food-con tact 
articles. 

<c> Synthetic fatty alcohols identified 
m paragraph «cMl> of this section may 
contain not more than 0 8 weight percent 
of total dlols as determined by a method 
available upon request from the Com¬ 
missioner of Food and Drugs, when used 
as prescribed in paragraph (c» <2> of this 
section. 

<1> Synthetic fatty alcohols. (|> Hexyl, 
octyl, decyl, Inuryl. myristyi, cetyl, and 
stearyl alcohols meeting the specifica¬ 
tions and definition prescribed in 4 172.- 
K04 of this chapter, except that they may 
contain not more than 0.8 weight percent 
total diols. 

*li> Lauryl, myristyi. cetyl, and stearyl 
alcohols manufactured by the process de¬ 
scribed in * 172.864<a* <2) of this chap¬ 
ter such that lauryl and myristyi alcohols 
meet the specifications in f 172.864 <a) 
<l)<i) of this chapter, and cetyl and 
stearyl alcohols meet the specifications 
in | 172.864(a) < 1) (ii) of this chapter, 

( 2) Conditions of use. (i) Synthetic 
fatty alcohols as substitutes for the cor¬ 


responding naturally derived fatty al¬ 
cohols permitted for use in compliance 
with f 178.3910. 

<it) Synthetic lauryl alcohol as a sub¬ 
stitute for the naturally derived lauryl 
alcohol permuted as an intermediate in 
the synthesLs of sodium lauryl sulfate 
used in compliance with f 178.3400. 

§ 178.3300 (»l%r« rin, nynlhrlir. 

Synthetic glycerin may be safely used 
as a component of articles intended for 
use in packaging materials for food, sub¬ 
ject to the provisions of this section: 

(a) It is produced by the hydrogen- 
olysis of carbohydrates, and shall con¬ 
tain not in excess of 0.2 percent by weight 
of a mixture of butanotnols. 

fb> It is used in a quantity not to ex¬ 
ceed that amount reasonably required to 
produce Us intended physical or techni¬ 
cal effect, and in accordance with any* 
limitations prescribed by applicable reg¬ 
ulations in Parts 174. 175, 176. 177, 178 
and 179 of this chapter. It shaU not 


(b> The following adjuvants may be 
used as surface-active agents in the proc¬ 
essing of industrial starch-modified: 

Polyethylene glycol (400) dllaurat*. 

Polyethylene glycol (400) mopolaurat*. 

Polyoxyethylene (4) lauryl ether. 

(ci To insure safe use of the Industrial 
starch-modified, the label of the food 
additive container shall bear the name 
of the additive "industrial starch-modi¬ 
fied." and in the instance of an industrial 
starch-modified which is limited with re¬ 
spect to conditions of use, the label of the 
food additive container shall contain a 
statement of such limited use. 


be intended to. nor in fact accomplish, 
any direct physical or technical effect in 
the food itself. 

§ 178.3320 lntioHtri.ll •lurt'liimxli fif'd. 

Industrial starch-modified may be 
safely used as a component of articles 
intended for use in producing, manufac¬ 
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section. 

(a) Industrial starch-modified is Iden¬ 
tified as follows: 

*1) A food starch-modified or starch 
or any combination thereof that has been 
modified by treatment with one of the 
reactants hereinafter specified, in an 
amount reasonably required to achieve 
the desired functional effect but in no 
event in excess of any limitation pre¬ 
scribed, with or without subsequent 
treatment as authorized in 0 172 892 of 
this chapter. 


Isoparaffinlc petroleum hydrocarbons, 
synthetic, may be safely used in the 
production of nonfood articles Intended 
for use in producing manufacturing, 
packing, processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of tills section. 

<a) Tiie Lsoparaffinic petroleum hy¬ 
drocarbons. produced by synthesis from 
petroleum gases consist of a mixture of 
liquid hydrocarbons meeting the follow¬ 
ing specifications: 

Bolling point 146*-600* P, determined 
by AST.M, Method D-80. 


t.m *f rr«cf<inf# 

Ammonium ponulhito, not to rxored 
OU pcL or In alkaline March not u> 
ncoed 0.4 pet. 

(4 * ChtarotfUtrtM • 2) IrimcthyUm- 
mottium chloride, not to ncml 
& net, 

jMikahylaminoelliy'l chloric]* hydro¬ 
chloride, not to exceed « pet, 

I hinelhylam; methyl met hurry tale, 
nut to exceed .1 pet. 

IHmrthylol ethylene uira. not to 
riceed <L37ft fat. 

2Ji • KpoxYuropyltrltjtrtliylniiinuMil- 
uu» chloride. not to exceed ft nrl. 

KthyWm oxhte. not to exceed i pet o< 
reacted ethylene oxide in llni*l»rd 
product. 

PlMaudnair* arid, ixrt to exceed 0 prrl 
tnid urea, nut to JO pri. 


f.tmttHtmnM 


ludtu!fl*l Man'll nn> Tided by thi« trwVnwol xhall aird tail* a* internal 
for | ii«cr ajhI pApf«l>j*f <1 Intended ! -r food ptkrkaclntr. 


*1 fifth itM'linel !*» 4hJ« irrsitneiit *h*i| be umi only ,ix internal 
MjJntf t<* fKipet and pxfietbwtl intruded f-«r (wkI parkaying. 


InduMfuJ '•..m h modiiW'd t>> Lin* U raiment Miall he UJ«*d only at internal 
MxJric fo« |»a|i- r and papriboaid intended for food pMhgiig and as 
•urfoee wnn* and eoatlnu for nai»rt and ptftpcrt*Mrd that contact f«*xl 
mUy of types IV~A. V, YlI t Vlll,*nd IX de* nbed in Uhl* 1 of ( 17*. 170ir) 
of thii chapter. 

• 2) A starcli irradiated under one of the following conditions to produce free 
radicals for subsequent graft polymerization with the reactants listed in this 
paragraph (a) <2>: 

(i) Radiation from a sealed cobalt 60 source, maximum absorbed dose not to 
exceed 5.0 mega rads. 

<ii) An electron beam source at a maximum energy of 7 million electron volt* of 
ionizing radiation, maximum absorbed dose not to exceed 5.0 megarads. 


/.iw a( naeiattta 

A* i > louiJdc and 1 1 ^uirthanyfo) foxy i 
cthvljtfirn*'(l.\tiirnrmxilum nmth>i 
mlmlr, M»rh that the finished Indus- 
trial Moreli-iruxl ihod shall contain 
I Not more than *n wrirhi pcrNmt 
vinyl copolymer (of a Inch not 
rninv than « wrt£lit pertisrt i* 
<: tnirtiioiTyfoviax) i cthjrll trl* 
t net hy (ammonium inrtbxl sul 
fate). 

Not more iltan 0.3) |irt tnudu.il 
acrylamide. 

3 A mituirmin mui*oi omttrnt of 
9.0 pet. 


fdmttatkma 

Foi tv*e n»dy. 

I A v a retention aid and «lry Mmifth **rtn employed I afar the 

fonuitif operation in the numufo Un*of pup r ami paper Uuid 
intruded to contort only dry food oft hr typo (drniiGcdin 1 170J70 
«n of the* chapter. tahfc I under type Vlli,anduwdai •level imh 
to exoonl 0.40 pet hy wi-?*ht of the ftuithed ,lj y |uu«rr and paimr- 
tiuard flbrm. 

i Ax a reUnilion aid owl dry iuni|1h a|tm rmployed t«efore the ilt'V. 
foamug m{» raitoci in the marmfecturr of pap r and |iaperb«>xrd 
intended to contact food, and u**d at a level not to excr**) 0.^ p t 
»•> weight of the fliridn-J dry |mp r and pnp»riiuaid 


§ 178.3330 l-ojiuruffittHr |M trol« um |p. 

dmcarlioin. «ynlh(i»r. 
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Fabatamfn 

AhuiUiiiua Himtofi bcf»*o>l hydros US*. 

nnA.. 

BHT... 


Cortot oil, dchjnbtlMl. , , 

Cnqv oil. partlaUy <)ehydn2#d........ 

I>i«llykUni«tbyiiusim4uUttm ataralmicn 
tllicot* whrw the %Jkyl croup* nro d** 
rivrd from hydv wniUf-d tallow fitly 
and wh«r* Dm *iarm* 
iruTu aUfoaio b derived from bento* 
idle. 

Ihmetby tpuly siloxaii* (vbcodty croatnr 
lluui JlOcentbiokre). 

Fully a uli derived (ram animal or veto* 
l a Me fourcfa, and the hydrofteitatod 
form* of nu b latty acid*. 

12 - 1(5 ilnnyrreurtc add_ 

laopt«f>yl olaale . ------— 

Magncamtn rtctOOfeat* .... 


phanyt ^mphihyF 


Mineral oil. 
1'eiroUltim... 

I'amylm-umli* 

MUIM. 


Polyunxi, having a nltrogran content of 
V-14 imrcui baaed on the dry poiyur«» 
wrlfiht. produced by raorttag tolylena 
diiaocyarmt* with UU oil latty odd 
CO* and t>j ivmioa and elhylao* 
dsumlnn in a 2:2:1 molar ratio. 

Polybateo* (minimum aver life moh*- 
utor weight 90,000). 

rolybotene. liydrogr/iat*d; rotnplying 
with tlie Identity pnraerlliad under 
| 17*1(740. 

Polyethylene.,_ 

l'oiykftoinit) l*nc Ureraee moJertllar 
wriaht a*.000 140,080 (Fforyl). 

Sodium nluite.... 


UmMsHmi 

For on only aa a Uiicfccnit* In mineral od hibcteantj at a level not to 

exceed 10 pet by weifhl of too mineral oil. 

Addition to food not to exceed 10 parte per millSoa. 

Da 

Da 

Far not only aa a foiling •pNrt in mineral oil lubricant* at a level not to 
exceed 7 pet by wrffbt of l he minml oil. 


AdddUiii to hod not to exceed I part per million. 


For uacouly a*an adjuvant Uo improve lubricity) m mineral oil lubrwon 1 1 

For um only a* an adjuvant In mineral oil lubricant* at a level not to 
oniid 10 prevent by wnicbt of tha mineral oil. 

Addition to food not to exceed 10 porta par mUUoo. 

Comply Inc with | 176.2700. Addition to food not to exceed 10 part* prr 
million. 

For ua» only, tin/'.y or in romWnAtlon, a* antioxidant in mineral all lu¬ 
bricant* at a laval not to axceed a total of I percent by weight of the 
mineral od. 

} ur \m only aa an adjuvant in mineral oil lubrlcanta at a level not to ex¬ 
ceed 10 percent by Wright of Uia mineral oil. 


Addition to food not to exceed 10 porta per million. 

Do. 

Do. 

Kur ura only m a (till krnmg agent In mineral oil lubrioanta. 

For on only aa a ruat proven live In mloaral oil lubricant* si a level not to 
exceed 3 percent by weight of tba mineral ulL 


Ultraviolet a boor banc e: 

260-310 millimicron*— 1J> maximum. 

320-320 millimicron*—0.06 maximum 

330-360 millimicron*—0.05 maximum. 

Nonvolatile residue 0 002 gram per 100 
mill lUtera maximum. 

Synthetic Uop&r&fflalc pctroloum hydro¬ 
carbons containing antioxidant* shall meet 
the specified ultraviolet absorbance limits 
after correction for any absorbance due to 
the antioxidants. The ultraviolet absorbance 
shall be determined by the procedure de¬ 
scribed for application to mineral ojl under 
''Speclflcatlona*' on page 66 of the Journal 
of the Association or omclal Agricultural 
Chemist*, VoJ. 45 (February 1962). disre¬ 
garding the last sentence of that procedure 
For hydrocarbons boiling below 250* P. the 
nonvolatile residue shall be determined by 
AS.T.M. procedure D-1353. for those boiling 
above 230* F, A.8.T.M. procedure D-381 shall 
be used. 

<b) Iso paraffinic petroleum hydrocar¬ 
bons may contain antioxidants author¬ 
ized for use in food In an amount not 
to exceed that reasonably required to ac¬ 
complish the Intended technical effect. 

(c) Isoparaffinic petroleum hydrocar¬ 
bons are used in the production of non¬ 
food articles. The quantity used shall 
not exceed the amount reasonably re¬ 
quired to accomplish the intended tech¬ 
nical effect, and the residual remaining 
in the finished article shall be the mini¬ 
mum amount reasonably attainable. 

§ 178.35.>0 Kaolin-modified. 

Kaolin-modified, as identified in this 
section, may be safely used in olefin poly¬ 
mers as articles or components of articles 
Intended for use in contact with food, 
subject to the provisions of this section. 

ca> Kaolin-modified is produced by 
treating kaolin with a reaction product 
of isopropyl tltanate and oleic acid in 
which 1 mole of isopropyl tltanate is re¬ 
acted with 1 to 2 moles of oleic acid. The 
reaction product will not exceed 8 per¬ 
cent of the modified kaolin. The oleic acid 
used shall meet the requirements spec¬ 
ified in 1 172.860 of this chapter. 

tb) The additive is used as a pigment, 
colorant, or opacifier in olefin polymers 
complying with $ 177.1520 of tills chapter 
at levels not to exceed 40 percent by 
weight of the olefin polymer. 

§ 178.3570 Lubricant* with inrulrntal 
fimd contact. 

Lubricants, with incidental food con¬ 
tact may be safely used on machinery 
used for producing, manufacturing, 
packing, processing, preparing, treat¬ 
ing. packaging, transporting, or holding 
food, subject to the provisions of this 
section: 

(a) The lubricants are prepared from 
one or more of the following substances: 

(1) Substances generally recognized 
as safe for use In food. 

(2) Substances used In accordance 
with the provisions of a prior sanction 
or approval. 

<3> Substances Identified In this para¬ 
graph (a)(3). 


tb> The lubricants are used on food¬ 
processing equipment as a protective 
antirust film, as a release agent on gas¬ 
kets or seals of tank closures, and as a 
lubricant for machine ports and equip¬ 
ment in locations in which there Is ex¬ 
posure of the lubricated part to food. 
The amount used is tlie minimum re¬ 
quired to accomplish tlie desired tech¬ 
nical effect on the equipment, and the 
addition to food of any constituent iden¬ 
tified in this section docs not exceed the 
limitations prescribed. 

(c) Any substance employed In the 
production of the lubricants described 
in this section that is the subject of a 
regulation in Parts 174. 175, 176, 177, 178 
and | 179.45 of this chapter conforms 
with any specification In such regula¬ 
tion. 

§ 178.36(H) M»*ti»> I cIuro*tcJr-rorotitii oil 

otrr. 

Methyl glucosidc-coconut oil ester 
identified in f 172.816(a) of this chapter 
may be safely used as a processing aid 
(filter aid> in tlie manufacture of starch, 
including Industrial starch-modified 
complying with l 178.3520, Intended for 
use as a component of articles that con¬ 
tact food. 

§ 178.3610 a-Mdlivlittrviic-vini tlolnr nc 
re* in*, liidru^naliil. 

Hydrogenated a-methylsiyrene-vlnyl- 
tolucne copolymer resins having a molar 
ratio of l a-methylstyrene to 3 vinyl- 
toluene may be safely used as components 
of polyolefin film intended for use in con¬ 
tact with food, subject to the following 
provisions: 


(a> Hydrogenated o-methylstyrcne- 
vinyltoluene copolymer resins have a 
drop-softening point of 125* to 165* C 
and a maximum absorptivity of 0.17 liter 
per gram centimeter at 266 nanometers, 
as determined by methods available upon 
request from the Commissioner of Food 
and Drugs. 

(b) The polyolefin film is produced 
from olefin polymers complying with 
$ 177.1520 of this chapter, and the aver¬ 
age thickness of the film in the form in 
which it contacts food does not exceed 
0.002 inch. 

§ 178.3620 Mineral ail. 

Mineral oil may be safely used as a 
component of nonfood articles intended 
for use In contact with food, subject to 
the provisions of this section: 

(a) White mineral oil meeting the 
specifications prescribed in § 172.878 of 
this chapter may be used as a component 
of nonfood articles provided such use 
complies with any applicable limitations 
in Parts 178 through 189 of this chapter 
The use of white mineral oil In or on 
food itself. Including the use of white 
mineral oil as a protective coating or re¬ 
lease agent for food. Is subject to the 
provisions of 1 173.878 of this chapter. 

(b) Technical white mineral oil iden¬ 
tified in paragraph (b> tl) of this section 
may be used as provided in paragraph 
<b> (2) of this section. 

(1) Technical white mineral oil con¬ 
sists of specially refined distillates of 
virgin petroleum or of specially refined 
distillates that are produced syntheti¬ 
cally from petroleum gases. Technical 
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white mineral oQ meets the following 
specifications: 

(i) Saybolt color 20 minimum as de¬ 
termined by A STM Method D-150. 

<ii) Ultraviolet absorbance limits as 

follows: 

Maximum absorbance 
per centimeter 

Wavelength (m«i): optical path length 


280 to 289 _ 4.0 

299 to 209. 3.3 

300 to 329_ 2.3 

330 to $60- 0.8 


Technical white mineral oil containing 
antioxidants shall meet the specified 
ultraviolet absorbance limits after cor¬ 
rection for any Absorbance due to the 
antioxidants. The ultraviolet absorb¬ 
ance shall be determined by the pro¬ 
cedure described for application to min¬ 
eral oil under “Specification” on page 
66 of the Journal of the Association of 
Official Agriculture Chemists, Volume 
45 (February 1962). disregarding the 
last two sentences of that procedure and 
substituting therefor tho following: De¬ 
termine the absorbance of the mineral 
oil extract in a 10-mlillmetcr cell in the 
range from 260-350 m». inclusive, com¬ 
pared to the solvent control. If the ab¬ 
sorbance so measured exceeds 2.0 at any 
point in range 280-350 mp, Inclusive, di¬ 
lute the extract and the solvent control, 
respectively, to twice their volume with 
dimethyl sulfoxide and remeasure the 
absorbance. Multiply the remeasured 
absorbance values by 2 to determine the 
absorbance of the mineral oil extract 
per centimeter optical pathiength. 

(2) Technical white mineral oil may 
be used wherever mineral oil is permitted 
for use as a component of nonfood arti¬ 
cles complying with 55 176.105. 176.200, 
176.210. 177.2260. 177.2600. and 177 2800 
of this chapter and 5$ 178.3570 and 178- 
3910. 

(3) Technical white mineral oil may 
contain any antioxidant permitted In 
food by regulations issued in accordance 
with section 409 of the act. in an amount 
not greater than that required to pro¬ 
duce its intended effect. 

(C) Mineral oil Identified in paragraph 
(O (1) of this section may be used 
as provided in paragraph (c)(2) of this 
section. 

(1) The mineral oil consists of virgin 
petroleum distillates refined to meet the 
following specifications: 

(i) Initial boiling point of 450* F mini¬ 
mum. 

<il) Color 5.5 maximum as determined 
by A STM Method D-1500. 

(ill) Ultraviolet absorbance limits ns 
follows as determined by the analytical 
method described In paragraph (c) (3) 
of this section: 

Maximum absorbance 
per centimeter 

Wavelength (m») ; optical pathiength 


280 to 289___0. 7 

290 to 290__ . 6 

300 to 359..r. .4 

360 to 400.. 09 


<2) The mineral oil may be used 
wherever mineral oil is permitted for use 
as a component of nonfood articles com- 
Plytn* with S3 175.105 and 176.210 oT 
this chapter and 4 178.3910 (for use only 
tn rolling of metallic foil and sheet 


stock). *3 176.200, 177.2260. 177.2600, and 
177.2800 of this chapter. 

(3) The analytical method for deter¬ 
mining ultraviolet absorbance limit is as 
follows: 

CKXOUL INSTRUCTIONS 

Because of tho sensitivity of tho tost, tho 
possibility of errors arising from contamina¬ 
tion Is groat. It is of tho greatest Importance 
that all glassware bo scrupuloualy cleaned 
to remove an organic matter such as oil. 
grease, detergent residues, etc. Examine all 
glassware. Including stoppers and stopcocks, 
under ultraviolet light to detect any residual 
fluorescent contamination. Aa a precau¬ 
tionary measure it is recommended practice 
to rinse all glassware with punfled Isooctane 
Immediately before use. No grease is to be 
used on stopcocks or joints. Great care to 
avoid contamination of oil samples In han¬ 
dling and to assure absence of any extraneous 
material arising from inadequate packaging 
is essential. Because some of the polynuclear 
hydrocarbons sought in this tent are very 
susceptible to photo-oxidation, the entire 
procedure Is to be carried out under subdued 
light. 

APPARATUS 

Separatory funnels. 250-mllMlter. 500- 
milUUter, 1,000-milliliter, and preferably 
2.000-mill 111 ter capacity, equipped with 
tetrafluoroethylene polymer stopcocks. 

Reservoir. 500-mflllIlter capacity, equipped 
with a 24/40 standard taper male fitting at 
the bottom and a suitable ball*Joint at the 
top for connecting to the nitrogen supply. 
The male fitting should bo equipped with 
glass hooks. 

Chromatographic tube . 180 millimeters in 
tenth. Inside diameter to be 15.7 millimeters 
rtO.l millimeter, equipped with a coarse, 
frittcd-glo&s disc, a tetrafluoroethylene poly¬ 
mer stopcock, and a female 24/40 standard 
tapered fitting at the opposite end. (Over¬ 
all length of tho column with the female 
Joint Is 235 millimeters.) Tho female fitting 
should be equipped with glass hooks. 

Disc. Tetrafluoroethylene polymer 3-lnch 
diameter disk approximately A-inch thick 
with a hole bored In the center to closely fit 
the stem of the chromatographic tube. 

Suction flask. 250-mllUllter or 500-mil- 
iUlter filter flask. 

Condenser. 24 40 Joints, fit ted with a dry¬ 
ing tube, length optional. 

Evaporation flask {optional). 250-mil¬ 
liliter or 500-mltUltter capacity all-class 
flask equipped with standard taper stopper 
having inlet and outlet tubes to permit 
passage of nitrogen across the surface of 
contained liquid to be evaporated. 

Spectrophotometric cells. Fused quarts*, 
cells, optical path length in the range of 
5.000 centimeter £0.005 centimeter, also for 
checking spectrophotometer performance 
only, optica! path length in the range 1.000 
centimeter £0 005 oentlmter. With dUtilled 
water In the cells, determine any absorbance 
differences 

Spectrophotometer. Spectral range 250 
millimicrons—100 millimicrons with spectral 
slit width of 2 millimicrons or lew>: tinder 
Instrument operating conditions for these 
absorbance measurements, the spectro¬ 
photometer shall also meet the following 
performance requirements: 

Absorbance repeatability. ±0.01 at 0 4 ab¬ 
sorbance. 

Absorbance accuracy.' -0.005 at 0 4 ab¬ 
sorbance. 


* Aa determined by procedure using potas¬ 
sium chromate for reference standard and 
described tn National Bureau of Standards 
Circular 484. Spectrophotometry, U8 De¬ 
portment of Commerce. 1949. The accuracy 
is to be determined by comparison with the 
standard values at 290. 346, and 400 millimi¬ 
crons. 


Wavelength accuracy, ±1.0 millimicron, 
cram 

Wavelength accuracy, +1.0 millimicron. 

Nitrogen cylinder. Water-pumped or 
equivalent purity nitrogen tn cylinder 
equipped with regulator and valve to con¬ 
trol flow at 5 p.s l g. 

REGENTS AND MATERIALS 

Organic solvents. All solvents used 
throughout tbs procedure shall meet the 
specifications and teats described In this 
specification. The lsooctane. benzene, ace¬ 
tone. and methyl alcohol designated in the 
list following this paragraph shall pass the 
following teat: 

To the specified quantity of solvent In a 
250-mll 1111 ter Ertcnmoyer Hook, odd 1 milli¬ 
liter of purified n-hexodecane and evaporate 
on the steam bath under a stream of nitrogen 
ia loose aluminum foil Jacket around the 
flask will speed evaporation). Discontinue 
evaporation when not over 1 milliliter of 
residue remains. (To the reslduo from 
benzene add a 10-millillter portion of puri¬ 
fied Uooctane. ree vapor ate, and repeat once 
to insure complete removal of benzene.) 

Alternatively, the evaporation time can be 
reduced by using the optional evaporation 
flask, fn this case the solvent and n-hexa- 
dec&no are placed In the flask on the steam 
bath, the tube assembly Is Inserted, and a 
stream of nitrogen Is fod through the inlet 
tube while the outlet tube la connected to a 
solvent trap and vacuum line in such a way 
as to prevent any flow-back of condensate 
Into tho flask. 

Dissolve the 1 milliliter of hexadecane res¬ 
idue In lsooctane and make to 25 milliliters 
volume. Determine the absorbance in Uie 
O-centimeter path length cells compared to 
lsooctane os reference. The absorbance of 
the solution of the solvent residue (except 
for methyl alcohol) shall not exceed 0.01 
per centimeter path length between 280 and 
400 ms. For methyl alcohol this absorbance 
value shall be 0.00. 

lsooctane (2,2,4-trimethylpentanc) . Use 
180 milliliters for the test described In tho 
preceding paragraph. Purify, if necessary, by 
passage through a column of activated silica 
gel (Grade 12. Davison Chemical Company. 
Baltimore, Maryland, or equivalent) about 
90 centimeters In length and 5 con Lime ter* to 
8 centimeters In diameter. 

Benzene, A CS. reagent grade. Use 150 
milliliters for the test. Purify, If necessary, 
by distillation or otherwise. 

Acetone. A.CS. reagent grade. Use 200 
milliliters for the test. Purify, If necessary, 
by distillation. 

Fluting mixtures: 

1. 10 percent benzene in isooctane . Plpat 
50 milliliters of benzene Into a 250-milliliter 
glass-stoppered volumetric flask and adjust 
to volume with lsooctane. with mixing. 

2. 20 percent benzene in isooctane. Pipct 
50 mllillter* of benzene Into a 250-milliter 
glass-stopped volumetric flask and adjust 
to volume with lsooctane, with mixing. 

3. Arc tone-benzene-water mixture. Add 
20 mill lit tern of water to 380 milliliters of 
acetone and 200 milliliters of benzene and 
mix. 

n- Hexadecane, 9$-percent olefin-free. Di¬ 
lute 1.0 milliliter of n-hexadecane to 25 milli¬ 
liters with lsooctane and determine tho 
absorbance In a 5-cenUmeter cell compared 
to lsooctane as reference point between 280 
m*i-400 ms. The absorbance per centimeter 
path length shall not exoeed 0.00 In this 
range. Purify, if necessary, by percolation 
through activated silica gel or by distillation. 

Methyl alcohol , A CS. reagent grade. Use 
10.0 milliliters of methyl alcohol. Purify, if 
necessary, by distillation. 

Dimethyl sulfoxide. Spectrophotometric 
grade (Crown Zellerbach Corporation. Camas. 
Washington, or equivalent). Abnorbanco 
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(1-centimeter cell, distilled water reference, 
sample completely aaturated with nitrogen). 

Absorbance 

Wavelength: (maximum) 

261.6.100 

270 . .20 

276 ... 09 

260.... .06 

300 _ 015 

There shall ho no Irregularities in the ab¬ 

sorbance curve within them wavelengths. 

Phosphoric acid . 85 percent A CS. reagent 
grade. 

Sodium borohydride. 98 percent. 

Magnesium oxide (Sea Sorb 43. Food Ma¬ 
chinery Company, Wcstvaco Division. dis¬ 
tributed by chemical supply firms, or tquiva- 
lent l. Place 100 grama of the magnesium 
oxide In a large beaker, add 700 milliliters of 
distilled water to make a thin slurry, and 
heat on a steam bath for 30 minute* with 
intermittent stirring. Stir well Initially to 
insure that all the adsorbent la completely 
wetted. Using a Buchner funnel and a filler 
paper (Schleicher A Schuell No. 597. or equiv¬ 
alent) of suitable diameter, filter with suc¬ 
tion. Continue suction until water no longer 
drips from the funnel. Transfer the adsorb¬ 
ent to a glass trough lined with aluminum 
foil (free from rolling oil). Break up the 
magnesia with a clean spatula and spread out 
the adsorbent on the aluminum foil In a 
layer about 1 centimeter to 2 centimeters 
thick. Dry for 24 hourm at 160* C C. 
Pulverize the magnesia with mortar and 
pestle. Sieve ihe pulverized adsorbent be¬ 
tween 60-180 mesh. Use the magnesia re¬ 
tained on the 180-me^h sieve. 

Celite 545. Johns Msnsvllle Company, dia- 
tomoceous earth, or equivalent. 

Afayncjfum oxide-Celite 545 mixture 
(2+1) by weight. Place the magnesium oxide 
<00 180 mesh) and the Celite 545 in 2 to 1 
proportions, respectively, by weight in a 
glass-stoppered flask large enough for ade¬ 
quate mixing. Shake vigorously for 10 min¬ 
ute*. Transfer the mixture to a glass trough 
lined with aluminum foil (free from roiling 
oil) and spread it out on a layer about 1 
centimeter to 2 centimeters thick. Reheat 
the mixture at 160* C ± V C for 2 hours, and 
store in a tightly closed flask. 

Sodium sulfate, anhydrous. A.C.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent u*ed. eatab- 
]Uh as follows the necessary sodium sulfate 
prewash to provide such Alters required In 
the method- Place approximately 35 gnuus 
of anhydrous sodium sulfate tn a 30-milli- 
ilter course. friited-gloM funnel or In a 65- 
m 11 lime ter Alter funnel with glass wool plug; 
wash with successive 15-milliliter portions of 
the indicated aovent until a 15-milliliter por¬ 
tion of tine wash shows 0 00 absorbance per 
centimeter path length between 280 m M and 
400 ra, when tested as prescribed under “Or¬ 
ganic solvents.** Usually three portions of 
waah solvent ore sufficient. 

Before proceeding with analysis of a sam¬ 
ple, determine the absorbance m a 5-ccntl- 
meter path cell between 250 millimicrons and 
400 millimicrons for the reagent blank by 
carrying out the procedure, without an oil 
fliunplc. recording the spectra after the ex¬ 
traction stage and after the complete proce¬ 
dure as prescribed The absorbance per centi¬ 
meter path length following the extraction 
stage should not exceed 0.02 In the wave¬ 
length range from 280 in>* to 400 m*: the 
absorbance per centimeter path length fol¬ 
lowing the complete procedure should not 
exceed 0.02 In the wavelength range from 
280 nu to 400 mjt. If In either spectrum the 
characteristic benzene peaks in the 250 ou- 
260 m* region are present, remove the ben¬ 
zene by the procedure under “Organic sol¬ 
vents" and record absorbance again. 


Place 300 milliliters of dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 
milliliters of phosphoric acid. MU the con¬ 
tents of the funnel and allow to stand for 10 
minutes. (The reaction between the sulfoxide 
and the acid Is exothermic. Release pressure 
after mixing, then keep funnel stoppered.) 
Add 150 mllll It ter* of lsooctane and shake to 
pre-equilibrate the solvent*. Draw off the 
individual layer* and store in gia*s-stoppered 
flasks. 

Weigh a 20-gram sample of the oil and 
transfer to a 500-milliliter separatory funnel 
containing 100 milliliter* of pre-equilibrated 
sulfoxide-phosphoric acid mixture. Com¬ 
plete the transfer of the sample with small 
portion* of preequlllbrated lsooctane to give 
a total volume of the oil and solvent of 75 
milliliter*. Shake the funnel vlgorouily for 
2 minutes. Set up three 250-mtlliIltrr -sep¬ 
aratory funnels with each containing 30 mil¬ 
liliters of pre-equilibrated lsooctane. After 
separation of liquid phases, carefully draw 
oil lower layer Into the first 250-mllUUier 
separatory funnel and wash in tandem with 
the 30-mlUUlter portions of lsooctane con¬ 
tained In the 250-rnimtlter separatory fun¬ 
nels. Shaking time for each wash I* l min¬ 
ute. Repeat the extraction operation with 
two additional portion* of the sulfoxide-acid 
mixture and wash each extractive In tandem 
through the same three portions of lsooctane 

Collect the successive extractive* (300 mil¬ 
liliters total) tn a separatory funnel (pref¬ 
erably 2-llter) containing 480 milliliters of 
distilled water; mix, and allow to cool for a 
few minutes after the last extractive has 
been added. Add 80 milliliters of lsooctane 
to the solution and extract by shaking the 
funnel vigorously for 2 minute*. Draw off 
the lower aqueou* layer Into a second sep¬ 
aratory funnel (preferably 2-llter) and re¬ 
peat the extraction with 80 milliliters of 
lsooctane. Draw off and discard the aqueous 
layer. Wash each of the 80-miilUiter extrac¬ 
tive* three tiroes with 100-mllllllter portions 
of distilled water. Shaking time for each 
wash Is ) minute. Discard the aqueous 
layer* Filter the first extractive through 
anhydrous sodium sulfate prewashed with 
lsooctane (see Sod him sulfate under "Re¬ 
agents and Materials’* for preparation of 
filter) iuto a 250-mlllUlter Krlcumeyer flask 
(or optionally Into the evaporation flask). 
Wash the flnt separatory funnel with the 
second 80-miUiiltcr lsooctane extractive and 
pas* through the sodium sulfate. Then 
wash the second and first separatory funnels 
successively with a 20-mllllllter portion of 
lsooctane and pass the solvent through tho 
sodium sulfate Into the flask. Add 1 mil¬ 
liliter of fi-hexadecane and evaporate the 
lsooctane on the steam bath under nitrogen. 
Discontinue evaporation when not over 1 
mlllUtter of residue remain*. To the residue, 
add a tO-milllilter portion of lsooctane re¬ 
evaporate to 1 milliliter of hexadecane, and 
repeat this operation once. 

Quantitatively transfer the residue with 
lsooctane to a 200-mil ill Iter volumetric 
flask, make to volume, and mix. Determine 
the absorbance o t the solution tn the I-cen¬ 
timeter pathlength cells compared to tea- 
octane a* reference between 280 mx-400 m* 
(take care to lose none of the solution In 
filling the sample cell). Correct the absorb¬ 
ance values for any absorbance derived from 
reagents as determined by carrying out the 
procedure without an oil sample. If the cor¬ 
rected absorbance doeFnot exceed the limit* 
prescribed in this paragraph, the oil meets 
the ultraviolet absorbance specifications. If 
the corrected absorbance per centimeter 
pathlength exceed* the limits prescribed In 
thin paragraph, proceed as follows: Quan¬ 
titatively transfer the lsooctane solution to 
a 125-minuiter flask equipped with 24/40 
Joint, and evaporate the lsooctane on the 


steam bath under a stream of nitrogen r 0 
a volume of 1 milliliter of hexadecanc. Add 
10 milliliters of methyl alcohol and approx i- 
mately 0.3 gram of sodium borohydride 
(Minimize exposure of the borohydride to 
the atmosphere. A measuring dipper may 
be usgd.) Immediately lit a water-cooled 
condenser equipped with a 24/40 Joint and 
with a drying tube Into the flask, mix until 
the borohydride 1* dissolved, and allow to 
stand for 30 minute* at room temperature, 
with intermittent swirling. At the end of 
this period, disconnect the flask and ctapo- 
rate the methyl alcohol on the steam bath 
under nitrogen until the sodium borohydride 
begins to come out of the solution. Then add 
10 milliliters of lsooctane and evaporate to * 
volume of about 2-3 milliliters. Again, add 

10 milliliter* of lsooctane and concentrate u> 
» volume of approximately 6 milliliters. Swirl 
the floxk repeatedly to assure adequate wash¬ 
ing of the sodium borohydride residue*. 

Fit the tetrafluoroethylene polymer disc 
on the upper part of tho item of the chro¬ 
matographic tube, then place the tube with 
the disc on the suction flask and apply the 
vacuum (approximately 135 millimeters H : 
pressure» Weigh out 14 gram* or the 2:1 
magnesium oxtde-Ollte 545 mixture and 
pour the adsorbent mixture Into the chro¬ 
matographic lube In approximately 3-centi¬ 
meter layer*. After the addition of each 
layer, level off the top of the adsorbent with 
a flat glass rod or metal plunger by pressing 
down flrmly until the adsorbent is well 
packed. Loosen the topmost few millimeter* 
of each adsorbent layer with the end of * 
metal rod before the addition of die next 
layer. Continue pocking In thl* maimer 
until all ihe 14 grams of the adsorbent U 
added to the tube. Level off the top of the 
adsorbent by pressing down flrmly with * 
flat glass rod or metal plunger to make the 
depth of the adsorbent bed approximately 
12.5 centimeter* In depth. Turn off the vac¬ 
uum and remove the suction flask. Fit the 
500-milliliter reservoir onto the top of the 
chromatographic column and prewet the 
column by passing 100 milUlIters of lsooctane 
through the column. Adjust the nitrogen 
pressure so that the rate of descent of the 
lsooctane coming off the column is between 
2 3 milliliter* per minute. Discontinue pres¬ 
sure Just before the last of the lsooctane 
reaches the level of the adsorbent. (Cau¬ 
tion: Do not allow the liquid level to recede 
below the adsorbent level at any lime.) Re 
move the reservoir and decant the 5-mlIli- 

11 ter btooctane concentrate solution onto the 
column and with slight pressure again allow 
the liquid level to recede to barely above the 
adsorbent level. Rapidly complete the trnn 
fer similarly with two 5-milllliter portion* 
of lsooctane. swirling the flask repeatedly 
each time to assure adequate washing of the 
residue. Just before the Anal 5 -milllllter 
wash reaches the top of the adsorbent, *d*i 
100 milliliter* of lsooctane to the reservoir 
and continue the percolation at the 2-3 mil* 
Uliters per minute rate. Just before the last 
of the lsooctane reaches the adsorbent level, 
add 100 milliliters of 10 percent benzene in 
lsooctane to the reservoir and continue the 
percolation at the aforementioned rate. Just 
before the solvent mixture reaches adsorbent 
level, add 25 mUUlltcr* of 20 percent benzene 
In lsooctane to the reservoir and continue 
the percolation at 2-3 milliliters per minute 
until all thla advent mixture has been re¬ 
moved from the column. Discard all the 
elution solvents collected up to this point 
Add 300 milliliters of the acetone-benzene - 
water mixture to the reservoir and percolate 
through the column to eluate the polynu¬ 
clear compound*. Collect the eluate In a 
clean I-liter separatory funnel. Allow the 
column to drain until most of the advent 
mixture is removed. Wash the eluate three 
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;lmes with 300-milllllter portions of distilled 
water, shaking well for each wiuih. (The ad¬ 
dition of email amount* of sodium chloride 
facilitates separation.) Discard the aqueous 
layer after each wash. After the final separa¬ 
tion, filter the residual benzene through an¬ 
hydrous sodium sulfate pre-washed with 
benzene (see Sodium sulfate under Re¬ 
agents and Materials" for preparation of ni¬ 
ter! Into a 350-milliliter Rrlcnmeyrr flask (or 
optionally Into the evaporation flask). Wash 
the separatory funnel with two additional 
20-milliliter portions of benzene which are 
also Altered through the sodium sulfate Add 
1 mlUllUer of n-hcxadecano and completely 
remove the benzene by evaporation under 
nitrogen, using the special procedure to 
eliminate benzene as previously described 
under "Organic solvents." Quantitatively 
transfer the residue with Isooctane to a 200- 
rnlllUlter volumetric flask and adjust to vol¬ 
ume. Determine the absorbance of the solu¬ 
tion In the 1-centimeter pelhlcngth cells 
compared to Isooctane as reference between 
250 mw-400 ms. Correct for any absorbance 
derived from the re agents as determined by 
carrying out the procedure without an oil 
sample If either spectrum shows the char¬ 
acteristic bonzene peaks in the 250 tn i-260 
ms region, evaporate the solution to remove 
benzene by the procedure under "Organic 
solvents." Dissolve the residue, transfer 
quantitatively, and adjust to volume in iso¬ 
octane in a 200-minuiter volumetric flask 
Record the absorbance again. If the cor¬ 
rected absorbance does not exceed the limits 
proposed in this paragraph, the oil meets the 
proposed ultraviolet absorbance specifica¬ 
tions. 

<d > Mineral oil identified In paragraph 
<d)<l> of this section may be used as 
provided In paragraph <d»<2» of this 

.section. 

(V The mineral oil consists of virgin 
petroleum distillates refined to meet the 
following specifications: 

(1) Distillation endpoint at 760 milli¬ 
meters pressure not to exceed 700* P. 
with a maximum residue not to exceed 2 
percent, as determined by ASTM Method 
D 86-IP 123. 

<11) Ultraviolet absorbance limits as 
follows, as determined by the method 
described In paragraph <d>(3) of this 
.section. 

Maximum abfortMnrf 
per centimeter 

Wavelength (him): optical path length 

260 to 200 ____ 2 3 

300 to 319 3 2 

320 to 360.... B 

300 to 400™,_ . 3 

MU) Pyrene content not to exceed a 
maximum of 25 ports per million as de¬ 
termined by the method described in 
paragraph <d> (3) of this section. 

*2) The mineral oil may be used only 
In the processing of Jute fiber employed 
in the production of textile bags In¬ 
tended for use in contact with the fol¬ 
lowing types of food: Dry grains and 
dry' seeds <Tor example, beans, peas, rice, 
and lentils»; whole root crop vegetables 
of the types identified in 40 CFR 180.34 
<f>: un&hellcd and shelled nuts (includ¬ 
ing peanuts); and dry animal feed. The 
finished processed Jute fiber shall con¬ 
tain no more than 6 percent by weight 
of residual mineral oil. 

<3) The analytical method for deter¬ 
mining ultraviolet Absorbance limits and 
pyrene content is os follows: 


I. Apparatus. A. Assorted beaker*. separa¬ 
tory funnels fitted with tetrafluoroethylene 
polymer stopcocks, and graduated cylinders. 

B. Volumetric flask*. 200-mlUllttrr. 

C A chromatographic column made from 
nominal 1.3 centimeters outside diameter x 
75 centimeters glass tubing tapered nt one 
end and Joined to a 3-miHlmeter-bfrre tetra- 
fluorethylenc polymer stopcock. The oppo¬ 
site end U flanged and Joined to a female 
24/40 standard taper fitting. This provides 
for accommodating the 500-mtUimer reser¬ 
voir described In item E below. 

D. A chromatographic column made from 
notqlnal 1.7 centlmetra outside diameter x 
115 centimeters glass tubing tapered at one 
end and Joined to a 2-milUmeter-bore tetra- 
fluorcthylene polymer stopcock. The oppo¬ 
site end Is flanged and Joined to a 2 5 centi¬ 
meters outside diameter x 0.0 centimeters 
glass tube having a female 24/40 standard 
taper fitting. This provides for accommodat¬ 
ing the 500-milliliter reservoir described In 
item I E below 

K A 500-mil 111 I ter reservoir having a 24 40 
standard taper male fitting at bottom and 
a suitable ball Joint at the top for con¬ 
necting to the nitrogen supply. The female 
fitting of the chromatographic column* de¬ 
scribed in Items I. O and D above and the 
male fitting of the reservoir described in this 
Item E should both be equipped with gbe* 
hooka. 

(Not* Rubber stoppers are not to be used 
Stopcock grease is not to be used on ground- 
glass Joints in this method.) 

P A spectrophotometer equipped to auto¬ 
matically record absorbance of liquid sam¬ 
ples lu i-centimeter path length cells In the 
spectral region of 280-400 m* with a spectral 
slit width or 3 m* or leas. At an absorbance 
level of about 0.4. absorbance measurements 
shall be repeatable within ±0.0t and accu¬ 
rate within ±0.05. Wavelength measurements 
shall be repeatable with ±0.2 m* and accu¬ 
rate within ±1.0 ms. Instrument operating 
conditions arc selected to realize this per¬ 
formance under dynamic (automatic) re¬ 
cording operations Accuracy of absorbance 
measurements are determined at 200. 345. 
and 400 ms. using potassium chromate as 
the reference standard. (National Bureau of 
Standards Circular 484, Spectrophotometry. 
UB. Department of Commerce. 1940.) 

C. Two fused quarts cells having path- 
lengthB of 1.00 ±0.005 centimeter or better 

II. Purity of reagent* and materials. Rea¬ 
gent-grade chemicals shall be used in all 
teats. It is further specified that each chemi¬ 
cal shall be tested for purity in accordance 
with the instruction given under "Reagents 
and Materials" in III below. In addition, a 
blank run by the procedure shall be made 
on each purified lot of reagents and ma¬ 
terials. Unless otherwise indicated, references 
to water shall be understood to mean dis¬ 
tilled water. 

III. Reagents and material « — A Organic 
solvents. All solvents used throughout the 
procedure shall meet the specifications and 
tests described in this section III. The iso- 
octane. benzene, cyclohexane, nltmmethane. 
and n-hcxadecane designated shall pass the 
following test: To the specified quantity of 
solvent in a 150-mllUiiter beaker, odd 1 milli¬ 
liter of purified n-hexadccane and evaporate 
on the steam bath under a stream of nitro¬ 
gen. Discontinue evaporation when not over 
1 milliliter of residue remains (to the resi¬ 
due from benzene and nllromcthane add a 
10-mill 11 Iter portion of purified Isooctane. re¬ 
evaporate. and repeat once to insure com¬ 
plete removal of solvent). Dissolve the 1 
milliliter of n-hexadccane residue in taooc- 
tane and make to 10-mllliliter volume. De¬ 
termine the absorbance In 1.0-centlmcter 
path length cells compared to water as ref¬ 


erence. The absorbance of the solution of 
solvent residue shall not exceed 0.05 between 
280 and 400 mu 

1. isooctane {2.2,4-tri methyl pentane). Use 
240 milliliters for the above test. Purify, if 
necessary, by passage through a column of 
activated silica gel. 

2. Benzene. Use 300 milliliter* for the 
above test. Purify, if necessary, by distilla¬ 
tion or otherwise. 

3. Cyclohexane Use 70 milliliters for the 
above test Purify, if necessary, by distilla¬ 
tion. silica gel percolation, or otherwise. 

4. Nttromethane. Use 125 milliliter* for the 
above test. Purify, if necessary, by distilla¬ 
tion or otherwise. 

5. n-Hcxadecone. Determine the absorb¬ 
ance on this solvent directly. Purify, if neces¬ 
sary, by silica gel percolation or otherwise 

B. Other material* —I, Pyrene standard 
reference. Pyrene, reagent grade, melting 
point range 150-152* C. (Organic Chemical 
3627. Eastman Kodak Co. Rochester, N Y., 
or equivalent), The standard reference ab¬ 
sorbance Is the absorbance at 334 millimi¬ 
crons of a standard reference solution of 
pyrene containing a concentration of 10 
milligram per liter in purified Isooctane 
measured against isooctane of the same spec¬ 
tral purity in 10-centimeter o#IU. (This 
absorbance will be approximately 0 26. ) 

2. Chrysene solution. Prepare a solution at 
a concentration of 5 0 milligrams per liter 
by dissolving 5.0 milligrams or chrysene m 
purified isooctane in a 1-liter volumetric 
flask. Adjust to volume with Isooctane. 

3 Nitrogen gas. Water pumped or equiva¬ 
lent purity, cylinder with regulator, and 
valve control flow at 5 p.s.i. 

4. Silica gel. 100-200 mesh (Davison Chem¬ 
ical. Baltimore, Md.. Grade 923, or equiva¬ 
lent), purified and activated by the following 
procedure: Place about 1 kilogram of silica 
gel in a large column and wash with contami¬ 
nant-free benzene until a 200-mil 111 I ter 
sample of the benzene coming off the column 
will pass the ultraviolet absorption test for 
benzene. This test Is performed os stipulated 
under "Organic solvent*" in A under HI 
above. When the nUlca gel has been suffi¬ 
ciently cleaned, activate the gel before use by 
placing the 1-kilogram batch in a shallow 
container In a layer no greater than 1 Inch 
in depth and heating In an oven (Caution! 
Explosion Hazard) at 130' C. for 16 hour*, 
and store In a vacuum desiccator. Reheating 
about once a week is necessary tf the silica gel 
is repeatedly removed from the desiccator. 

5 Aluminum oxide (Aluminum Co. of 
Amrrtca. Grade F-20. or equivalent grode). 
80-200 mesh, purified and activated by the 
following procedure Place about 1 kilogram 
of aluminum oxide In a large column and 
wash with contaminant-free benzene until a 
200-mmill ter sample of the benzene coming 
off the column will pass the ultraviolet ab¬ 
sorption test for benzene. This test la 
performed as stipulated under "Organic sol¬ 
vents" In A under III above. (Caution! Re¬ 
move Benzene Prom Adsorbent Under Vac¬ 
uum TO Minimize Explosion Hazard m 
Subsequent Heating!) When the aluminum 
oxide has been sufficiently cleaned and freed 
of advent, activate It before use by placing 
the l-kilogram batch in a shallow container 
in a layer no greater than 1 Inch in depth. 
Heat In a oven at 130* C for 18 hours. Upon 
removal from heat, store ae atmospheric pres¬ 
sure over 80 percent (by weight) sulfuric 
acid In a desiccator for at least 36 hour* be¬ 
fore use. This gives aluminum oxide with be¬ 
tween 6 to 9.5 percent volatiles. This is de¬ 
termined by heating a weighed sample of the 
prepared aluminum oxide at 2.000* P f or 2 
hours and then quickly rewelghlng. To Insure 
the proper adsorptive properties of the alu¬ 
minum oxide, perform the following test: 
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a. Weigh 50 gram* ±1 gram of the ac¬ 
tivated aluminum oxide and pack Into the 
chromatographic column (1.3 centimeter* x 
76 centimeter*) described under "Apparatus" 
in C under I above. Use glass wool at tha 
column exit to prevent the aluminum oxide 
from pawing through the column. 

b. Place a 260-milliliter graduated cylinder 
tinder the column to measure the amount 
of eluate coming from the column. 

c. Prewet the aluminum oxide by pacing 
40 milliliters of laooctane through the 
column. Adjust the nitrogen pressure no that 
the rate of descent of the Isooctane coming 
off the column Is between 141 to 2 5 milli¬ 
liters per minute. 

d. Just prior to tho last of the Isooctane 
reaching the top of the aluminum oxide bed, 
add 10 milliliter* of the isooctane solution 
containing 6.0 milligrams of chrysene per 
liter. 

e. Continue percolation until the laooctane 
la just above tho aluminum oxide. Then add 
200 milliliter* of a mixture of benzene and 
lsooctane (33% percent benzene and 66% 
percent isooctane by volume) to the reservoir 
and continue percolation. 

f. Continue percolation, collecting the 
eluate* (40 milliliter* of the prewet solution, 
10 milliliters of the sample solution, and 300 
milliliters of the gradient solution) In the 
250-millllltcr graduated cylinder until tho 
level of the gradient solution la Just above 
the aluminum oxide. Add 200 munition of 
tho eluting solution of benzene and isooctane 
(00 percent benzene and 10 percent lsooctane 
by volume) to the column and continue 
collecting until a total of 260 milliliter* of 
solution ho* been obtained. This may be 
discarded. Now begin to collect the final 
eluate. 

g. Place a loo-milliliter graduated cylinder 
under the column and continue the percola¬ 
tion until a 100- mill 111 ter eluate has been 
obtained. 

b Measure the amount of chrysene in this 
100-milllllter fraction by ultraviolet analysis. 
If the aluminum oxide la satisfactory, more 
than 80 percent of the original amount of 
chrysene should be found In this fraction. 
(Nor*: If the amount of chrysene recovered 
is lees than 80 percent, the original batch of 
aluminum oxide should be sieved between 
100-160 mesh. Activation and testing of this 
sieved batch should indicate a satisfactory 
aluminum oxide for use.) 

IV. Sampling. Precautions must be taken 
to Insure that an uncontaminated sample of 
the mineral oil is obtained since ultraviolet 
absorption is very sensitive to small amounts 
of extraneous material contaminating the 
sample through careiea* handling. 

V. Procedure. A. Blank. Before proceeding 
with tho analysis of a sample, determine the 
absorbance of the solvent residues by carry¬ 
ing out the procedure without a sample. 

B. Sample. 1. Weigh out 20.0 grams ±0.1 
gram of tho mineral oil Into a beaker and 
transfer to a 250-mill ill ter separatory funnel 
fitted with a tctrafluoroethylene polymer 
stopcock, using enough cyclohexane (26 mil¬ 
liliter*) to give a final total volume of 50 
milliliters (mineral oil plus cyclohexane). 

2. Add 2fi milliliters of nl tram ethane satu¬ 
rated with cyclohexane and shake by hand 
vigorously for 3 minute*. Recover the lower 
n uro me thane layer in a 160-mllllliter beaker 
containing 1 milliliter of n-hcxadecane and 
evaporate on the steam bath under nitrogen. 
Repeat the extraction four more times, re¬ 
covering each extract In the 150-milllllter 
beaker. Exercise care not to fill the beaker to 
such a capacity that solvent losses may occur. 
Evaporate the combined mtromethane ex¬ 
tracts to 1 milliliter of n-hexadecane residue 
containing the nitromethane-soluble mineral 
oil extractives. (Nora: Complete removal of 
tho nltromethane Is essential. Till* can be 


assured by two successive addition* of 6 mil¬ 
liliter* of lsooctane and ^evaporation ) 

3: Remove the beaker from the steam bath 
and allow to cool. 

4. Weigh 50 grams ±1 gram of activated 
aluminum oxide and pack into the chromato¬ 
graphic column <1.3 centimeters x 75 centi¬ 
meters) described under '‘Apparatus** in C 
under I above. (Note: A small plug of glass 
wool la placed at the column exit to prevent 
the aluminum oxide from passing through 
the column After adding aluminum oxide, 
tap the column lightly to remove air voids. 
All percolations using aluminum oxide ore 
performed under nitrogen pressure. The 600- 
mUUliter reservoir described under 'Appara¬ 
tus** in E under I above I* to be used to hold 
the elution solvent*.) 

6. Prewet the column by adding 40 milli¬ 
liter* of lsooctane to the column. Adjust 
nitrogen pressure so that rate of descent of 
the lsooctane coming off the column la 2.0 to 
30 milliliters per minute Be careful to main¬ 
tain tho level of solvent In the reservoir to 
prevent air from entering the aluminum 
oxide bed. New or additional solvent Is added 
Just before the last portion of the previous 
solvent enters the bed. TO minimise possible 
photo-oxidation effects, the following pro¬ 
cedures (steps 6 through 18) shall be carried 
out In subdued light. 

6. Before the last of the lsooctane reach** 
the top of the aluminum oxide bed. release 


glass-stoppered Erlenmcyer flask. Add to the 
silica gel 46 2 grams (41 milliliters) of nitro¬ 
me thane. Stopper and shake the flask vigor¬ 
ously until no lumps of silica gel are observed 
and then shake occasionally during a period 
of 1 hour. The resultant nltromethane- 
treated silica gel Is 20 weight-percent nltro¬ 
methane and 71 weight-percent silica gel 

16. Place a small plug of glass wool in the 
tapered end of the 1.7 centimeters outside 
diameter x 115 centimeter* column, described 
under ‘'Apparatus** in D of I above, adjacent 
to the stopcock to prevent silica gel from 
potting through the stopcock. Pack the ni¬ 
trome thane-treated silica gel Into the 
column, tapping lightly. The resultant allies 
gel bed should be about 05 centimeters In 
depth. Place into a flask 170 milliliters of 
lsooctane saturated with nltromethane. 

16. Place a 100-milliliter graduated cylin¬ 
der under the column and transfer the 
residue from the beaker In procedure step 23 
above with several washes of the 170 milli¬ 
liter* of lsooctane, saturated with nltro¬ 
methane. onto the top of the column, tTotal 
volume of washes should be no greater 
than 10 to 15 milliliters.) Permit lso¬ 
octane solution to enter the silica gel bed 
until the liquid level !• at the top bed level 
Place the remaining amount of the 170 milli¬ 
liters of lsooctane. saturated with nltro¬ 
methane, in the reservoir above the bed for 
percolation through the silica gel. Apply I 


the nitrogen pressure and turn off the stop**—pressure to the top of the column 


cock on the column. Transfer the »-h*xa- 
decano residue from the 160-mUUllter beaker 
from procedure step 3 above onto the col¬ 
umn. using several washes of lsooctane 
(total volume of washes should be no greater 
than 10-15 milliliters). 

7. Open the stopcock and continue percola¬ 
tion until the lsooctane is about 1 centimeter 
above the top of the aluminum oxide bed. 
Add 200 milliliter* of lsooctane to the res¬ 
ervoir, and continue the percolation at the 
specified rate. 

8 Just before the lsooctane surface reaches 
the top of the aluminum oxide bed, add 200 
milliliters of a mixture of benzene and iso- 
octane (33% percent benzene and 66% per¬ 
cent lsooctane by volume) to tho reservoir, 
and continue the percolation. 

0, Just before the surface of this mixture 
reaches tho top of the aluminum oxide bed. 
release the nitrogen pressure, turn off the 
stopcock, and discard all the elution solvents 
collected up to this point. 

10. Add to the reservoir 300 milliliter* of a 
mixture of benzene and lsooctane (60 per¬ 
cent benzene and 10 percent lsooctane by 
volume), place a 26-milliliter graduated 
cylinder under the column, continue the 
percolation until 20 milliliter* of eluate has 
been collected, and then discard the eluate. 

11. At this point, place a clean 250-mllli- 
Uter Erlenmeyer flask under the column. 
Continue the percolation and collect all the 
remaining eluate 

(Not*: Allow the column to drain com¬ 
pletely. An Increase In the nitrogen pressure 
may be necessary as the last of the solvent 
comes off the column ) 

12. Place 1 milliliter of n-hexadecane into 
a 150-mill 111 ter beaker. Place this onto a 
steam bath under a nitrogen stream and 
transfer In small portions the eluate from 
step 11 above. Wash out the Erlenmeyer flask 
with small amounts of benzene and transfer 
to the evaporation beaker. Evaporate until 
only 1 milliliter of hexadecane residue re¬ 
mains (Not*: Complete removal of the ben¬ 
zene Is essential. This can be assured by two 
successive additions of 6 milliliters of isooc¬ 
tane and re-evaporation.) 

13. Remove tho beaker from the steam 
bath and cool. 

14. Place a sample of 1136 grams activated 
100- 200-mesh silica gel in a 600-mllIiIlter 


adjusting the pressure so that the lsooctane 
Is collected at the rate of 2.5 to 3.5 milliliters 
per minute, and percolate lsooctane through 
the bed until a quantity of 76.0 milliliters of 
eluate Is collected. Discard the 75 milliliter* 
of eluate. Turn off the stopcock and add 250 
mill 111 tens of benzene to the reservoir above 
the bed. Use a 400-ml 11111 ter beaker to col¬ 
lect the remaining eluate. 

17. Open the stopcock, renew the pres¬ 
sure. and percolate tho remaining Iso- 
octane and benzene through the column 
eluting the remaining aromatics. Transfer 
the eluate In small portions from the 400 
milliliter beaker to a 160-mUUUter besker 
containing I milliliter of n-hcxadccane and 
evaporate on the steam bath under nitrogen 
Rinse tho 400-mllIiliter beaker well with 
small portions or lsooctane to obtain a com¬ 
plete transfer. 

(Ncttx: Complete removal of the nitrometh- 
ane and benzene Is essential. This esn be 
assured by successive additions of 5 mill!-, 
liter* of lsooctane and reevaporstlon.) 

18. Transfer the residue with several 
washes of lsooctane Into a 200 -mllHlKer 
volumetric flask. Add lsooctane to mark 

19. Record the spectrum of the sample 
solution in a 1-centimeter cell compared to 
lsooctane from 270 to 400 m«. After making 
necessary corrections In the spectrum for 
cell difference* and for the blank absorbance, 
record the maximum absorbanoe In each of 
the wavelength Intervals <m#). 280-26°. 
300-316. 320 359. 360-400. 

a. If the spectrum then shows no dis- 
cernlble peak corresponding to the absorb¬ 
ance maximum of the pyrene reference 
standard solution at 334 mu. the maximum 
absorbances In the respective wavelength in¬ 
tervals recorded shall not exceed those 
prescribed In paragraph (d)(1) HI) this 
section. 

b. If such a peak it evident In the spec¬ 
trum of the sample solution, and the spec¬ 
trum as a whole la not incompatible with 
that of a pyrene contaminant yielding such 
a peak of the observed absorbance, calculate 
the concentration of pyrene that would yield 
this peak (334 dim) by the base-line technique 
described In ASTM Method B-168-60T. Cor¬ 
rect each of the maximum absorbances in 
the respective specified wavelength interval* 
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(c) The additive is used as follows: 


by subtracting the absorbance due to pyrene, 
determined aa follows: 

Absorbance due to pyrene s. 

“P 

Where: 

Cp-Calculated concentration of pyrene In 
sample solution; 

Sp Concentration of pyrene reference stand* . 
ard solution In same units of concentra¬ 
tion: 

Sa =- Absorbance of pyrene reference standard 
solution at wavelength of maximum ab¬ 
sorbance of sample solution in the respec¬ 
tive specified wavelength Intervals. 

Also calculate the pyrene content of the oil 
sample In parta per million as follows; 

_ „ 4 200, 1000 XC 

Pyrene content (p p m.) = W AOOO 10C * 

Where: 

C Calculated concentration of pyrene In 
milligrams per liter of sample solution. 

c, The pyrene content so determined shall 
not exceed 25 p.p.tn. The maximum absorb¬ 
ances corrected for pyrene content as de¬ 
scribed in this step 10 for each or the specified 
wavelength intervals shall not exceed the 
limits prescribed in paragraph (d)(1)(H) of 
this section, 

d. If the spectrum as a whole of the sample 
solution 1* in any respect dearly Incompat¬ 
ible with the presence of pyrene aa the source 
of the peak at 334 then the maximum 
absorbance* In the respective wavelength in¬ 
tervals without correction for any assumed 
pyrene content shall not exceed the limits 
prescribed In paragraph (d)(1)(H) of this 
section. 

§ 178.36.10 Otlorl«^% light jMlrofrnm 
hydrocarbon*. 

Odorless light petroleum hydrocarbons 
may be safely used, as a component of 
nonfood articles Intended for use In con¬ 
tact with food. In accordance with the 
following prescribed conditions: 

( a> The additive is a mixture of liquid 
hydrocarbons derived from petroleum or 
synthesized from petroleum gases. The 
additive is chiefly paraffinic, lsoparaffinlc, 
or naphthenic in nature. 

<b> The additive meets the following 
specifications: 

<i) Odor is faint and not kerosenic. 

•2) Initial boiling point Ln 300° F 
minimum. 

(3) Final boiling point is 350' F 
maximum. 

‘4> Ultraviolet absorbance limits de¬ 
termined by method specified In 
5 178.3620(b>UMU>. as follows: 

.Vox* mum 
abtorbaru't 
per 

centimeter 

optical 

Warclength (M*): path length 

230 to 289..*_ 4.0 

200 to 200... 3. 3 

300 to 320... 2 3 

330 to 360... . .8 


U§0 

As a pliutlcixer and absorber all In the manu¬ 
facture of polyolefin articles authorized for 
food contact u*e. 

As a lubricant oX fibers of textile* authorized 
for food contact use. 

As a component of adhesives_ 

As a defoamer In the manufacture of paper 
and paperboard. 

As a defoamer in coatings_ 


§ 178*3700 IVlrohaltuti. 

Petrolatum may be safely used as a 
component of nonfood articles in contact 
with food, in accordance with the follow¬ 
ing conditions: 

ia> Petrolatum complies with the 
specifications set forth In the U.8. Phar¬ 
macopeia XVII for white petrolatum or 
In The National Formulary' XII for 
yellow petrolatum. 

ib) Petrolatum meets the following 
ultraviolet absorbance limits when sub¬ 
jected to the analytical procedure de¬ 
scribed in i 172.886<b» of this chapter: 

Ultraviolet abeorbance per centimeter 
path length: 


Millimicron*; Maximum 

280 to 280__ .. 0.25 

290 to 299 20 

300 to 350_ 14 

3Qp to 400_.._ 04 


(c) It is used or intended for use as 
a protective coating of the surfaces of 
metal or wood tanks used in fermenta¬ 
tion process, in an amount not In excess 
of that required to produce its intended 
effect. 

<d> Petrolatum as defined by thLs sec¬ 
tion may be used for the functions de¬ 
scribed and within the limitations pre¬ 
scribed by specific regulations in Parts 
175, 176, 177, and 178 of this chapter 
which prescribe uses of petrolatum. For 
the purpose of cross-reference, such spe¬ 
cific regulations include: 39 175.105. 
175, 176. 177, and 178 of thLs chapter 
177.2600. and 177.2800 of this chapter 
and 9 178.3570. 

<e) Petrolatum may contain any anti¬ 
oxidant permitted In food by regulations 
issued pursuant to section 409 of the act, 
in an amount not greater than that re¬ 
quired to produce Its Intended effect 

§ 178.3710 IVirtilrtmt wax. 

Petroleum wax may be safely used as 
a component or nonfood articles in con¬ 
tact with food, in accordance with the 
following conditions: 

<a> Petroleum wax Is a mixture of 
solid hydrocarbons, paraffinic in nature, 
derived from petroleum, and refined to 
meet the specifications prescribed in this 
section. 


LimUationM 

In on amount not to exceed that required 

to produce Intended effect, consistent with 

good manufacturing practice. 

At a use level not to exceed 0.16 percent by 

weight of finished fibers. 

Complying with I 175.105 of this chapter. 
Complying with I 176.210 of this chapter. 

Complying with | 176.200 of this chapter. 

(b# The petroleum wax meets the fol¬ 
lowing ultraviolet absorbance limits 
when subjected to the analytical proce¬ 
dure described in $ 172.886'b> of this 
chapter^ 

Ultraviolet abxorbance per centimeter 
path length: 

Millimicron*: Maximum 

280 to 289 . 0.15 

290 to 290 . .. . 12 

300 to 350_ .08 

360 to 400. .02 

(c) Petroleum wax may contain any 

antioxidant permitted in food by regula¬ 
tions Issued in accordance with section 
409 of the act, in an amount not greater 
than tliat required to produce its in¬ 
tended effect. 

(di Petroleum wax may contain a 

total of not more than 1 weight percent 
of residues of the following polymers 
when such residues result from use of 
the polymers as processing aids (filter 
aids) in the production of the petroleum 
wax. Homopolymers and/or copolymers 
derived from one or more of the mixed 
n-alkyl (Cu. C... C*. and Ci»T methacry¬ 
late esters where the Cm and C>« alkyl 
groups are derived from coconut oil and 
the C» and C. groups are derived from 
tallow. 

<e) Petroleum wax may contain 2- 
hydroxy-4-n-octoxybenzophenonc as a 
stabilizer at a level not to exceed 0.01 
weight percent of the petroleum wax. 

§ 178.3720 Prtrolrtmi *jnc, »?nllirti<% 

Synthetic petroleum wax may be safely 
used in applications and under the same 
conditions where naturally derived pe¬ 
troleum wax is permitted in Subchapter 
B of Uiis chapter as a component of arti¬ 
cles intended to contact food, provided 
that the synthetic petroleum wax meets 
the definition and specifications pre¬ 
scribed in i 172.888 of this chapter. 

§ 178.3730 Pi|H*ron>l liuloxidr and py. 
rrtlmn* u» component* of l>ag». 

Piperonyl butoxide in combination 
with pyrethrins may be safely used for 
insect control on bags that are intended 
for use in contact with dried feed in com¬ 
pliance with $9 561.310 and 561.340 oi 
this chapter, or that are Intended for use 
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In contact with dried food in compliance 
with $5 193.60 and 193.390 ol thi* chapter. 

§ 178.3710 Plmlidxfri in polynirrir 

•ubttaatcc** 

Subject to the provisions of this reg¬ 
ulation. the substances listed in para¬ 
graph <b> of this section may be safely 
used as plasticizers in polymeric sub¬ 
stances used In the manufacture of 


articles or components of articles in¬ 
tended for use in producing, manufactur¬ 
ing. packing, processing, preparing, 
treating, packaging, transporting, or 
holding food. 

<a) Tlie quantity used shall not exceed 
the amount reasonably required to ac¬ 
complish the Intended technical effect. 

<b> List of substances: 


.S**» (avert 




ItUljlWuryl phihalaie 


l>fltity lent clycoladipic acid polyester 
(1,70Ch 2^«> molecular weight) term!* 
noted with a jfl percent by weight 
mixture ol inyrirtlc, palmitic, ar.d 
stearic aeldi. 

Pi<Ci, CYalkyl) adipate, in which the 
I ?, <'» alkyl group* are derived from 
linear Alpha abeftus by the o»<i 


Di-e-alkyl adipate made from CrC»C» 
(predominately Ci and Co) or CY<* 
synthetic fatty alcohols complying 
With f 17Z364 of title chapter. 


kor use «»ly: 

1. As provided In M IIS JttatHl ITS.tHO <4 this chattfrf 

2. In pulywtcrie sulntaurry uvrd In food contact article* ttKiijtlvlu* with 

it ITi.XSt, 175,320, or 17MTl» of this chapter f , r^s*4f U. That the 
butyl betiryl phthaiatr cmirains nut roevr than I |rrrmt by weight 
of Olheniyl phthalale. 

3. In polymeric substance* oaetl in other prrmltwd fm*J-contact anlH«* 

Prveiitd, That the butyl | phtholatr nonialu* not more than 
l irwnt l»y weight i>f dl Injury I phthtdali*. and j*rur4J«f furthrr. 
That tbs i'mbhod food-contact lutnie. when rittsrtwl with the 
solvent or solvents rltxniclrmlug the ty|w or food and under the 
condition* of time and temperature chenscterititiJr lit* ouulltkma 
of iu Intended uae as determined from tablr* 1 and 2 of 4 lT1..100td) 
of tins chapter. shall yield net rhktrol»rm-*i>)uhl« rvirocuves not to 
exceed 0.5 tnr per aquar* inch, as detrrmmed by the method* 
prescribed In | ITJIjntKe) ol this chapter. 

For use at level* not exceeding 70 percent by weight of noivvinyi chloride 
horoopolyrorrs uved In contact with food incept woda that Comoro 
inoro than ft percent of gleobot) at temperature# not to exceed room 
temperature. The average thick rows of such hnniopolytom In Uie fonit 
In which they ooutart food shall not exceed 0.004 inch. 

Fur use only under the conditions listed below, and ndwlinc Use as a 
component of resinous ami polymeric coalings dcacnl«ed In | 173JOO of 
this clxapter. 

I. At levels not to ggeaed M percent by weight of permitted vinyl chloride 
homo* and/or copolymers used In contact with nonfat t> foods. Tlw* 
average thtcknww of such polymers in the form tn which they oon- 
t vrt KmmI iIliII not exceed I) 006 inch. 

Z At level, not to exceed 21 pet bv weight of iwmllM vinyl ehfori«fo 
homo- oiwfoir roudyoirrs used In contort, tunler comliltam of use 

V ami <1 dcartlbed in table 2 of I lTlITwf) of this diopter. with 
faity food* huvhvs o fat aiwj oil owtnit not exceeding « total of 
40 pci t»> weight Tlie avenRfe thicknna of «Kh payment in tlw 
form tn which they contact food shall no* exceed ttOOft Inrb. 

3. At fovids not nceMb.tf 35 pet by Weight of permitted vinyl chluchte 

Ikiiiio- and A* copolymers need i»» non tact with nonfulty foudr. Tba 
average thicknem of such polymer in the form tn which ilwy rmitxcl 
food shall not forced 0 00? inch. 

4. At levels wd rxorrdlivg 3A pet by weight of permitted vinyl rbforidc 

homo- and.wc copolymers used in contort, under rendition* of u*r 

Y and <» described in table 2 of f I76.l7l*r) of this chapter with 
lutty foods having a fot aitd oil cmitcnt ifot rxceedm* a total of 
40 pci by weight. The aveeiure thickiMn of such potyrnecs tn th« 
hmu In which they contact food slusU not cuh'mI OuOOx inrh. 

Fnr use only 

1. At levels not exceeding 34 |a*t by weight of permitted vinyl ehkwWk 
lioino- xr»dAoir eoj)»>lyirief> uxnl In conUw t w ith iMmbitty foo*U. The 
averugre Usickmv of sueh polymers in the form in whWH they eon- 
Urt ftmd shall nut exrer'i 0.006 Inrh. 

% At levels not exceeding yt (vi. hy ivHglht of |«rm»itted vlnxl rhlorlde 
Itamo- and br rupulynirni uswi In conlar!, undef lemdiuons of use 
F and O dmcrlN«d In Ul4r »cf f I76.l70icl ol this cluster, with 
Utty fouds having a fet 6ml od content not exrrrdmg 4 total of 
40 |»c4 by weight. The average Uurknci* ol stnh polymer* In th» 
lorm in which they tonlarl food •hall not rxmed 0.006 Uteh. 

3. At Urveks not exceeding 36 |x*t »»y wHgltt nf |irnriilte«t vinyl rhforld# 

honu.- and/or copol)m«r* uwd tn cu.itart with nosfoty food*. Tlwi 
uvitnage thVkiuva nf such polymer* In tlv* k»rui In which they con- 
tart food shall not nnwl WOO? Inch. 

4. At foveb not rxxwwlinx » twt by weight ol permitted vinjl chlmitfo 

h«»nto and/or copolymer* um* 1 In r*mfarl. under eondl* 
thins of u»e F «nd «1 d«**rHbefl tn table 2 of f I7d 170(c) 
of this chapter, with fatty fond* having a fat anil nil 
content nut exceeding n total of <40 not hy w el-fat The 
average thicknc*s of anrh p*lym*r» In which they con¬ 
tact f*K*l sliall not e.teeal 0.6(12 Inch. 


Dkytlobes) 1 pM hdate 


DK2-rihythexyl) adipate_ 

I>liMO«nyl adipate. ... 


1. As provided In It I76.t0fi. 176.170, and l77.IMof this « hriptcr. 

2. Alone or in MHnhlu.it ton w .»h otbex plitlialutes, in oHstic Him « sheet 

l*ret>arrd from pol> vinyl iH'data. |K>lyvU>yl . hSclde. and^r vtuy 
••Monde eofMilyiuers eotunlyiug Willi \ 177.1'Mn uf l!iis chapter. Stucfi 
phwtlc (Urn or sheet shall U* twed in ooutaii with foot! at tctjqwrs- 
turvw not to exceed room t*<4nj»er*ti»r<* and shall cooilalu no more 
than 10 i*rt by weight of laUl phthaUtrs. .wl<*uUlrd as phUutUc a.-»d, 

nr use only: 

1. At fowl* not rxcmdliig 21 p«*t bv welftd of |aumftic»l >m>l eliforlde 
homo- aieliOr copolymers ase<1 In rtmlacl with mrifaMv, nonalco¬ 
holic foods. Tin* average Utkklicsa of sucli p««lyn»erv in the fairm in 
which tlkry coutm t food stiall wit excenl 0,006 Inch. 

Z At levels not exceeding 24 pet l*v weight of permtitnl vlttyl ehforlda 
homo- ond or corsolymeni iwwl tn MHttnrl uwk cond*iiorut of use V 
and U dnacribe*/In tutde2 of » t?tM7«Hci of this chapter with fatty. 
noiiixKohoUc foods having 4 fat and oil content nut exonmlinf a total 
c4 30 tict by werglit. The average thiekoeai of surlijmly mers in tin* 
form In which they ctmt’iri fo.»J *hall not rxcre*l 0.006 inch, 

3. At levels not exorwling 33 |»rt by weight of permitted vinyl rhlorMe 

homo- and-or copolymers uswd in «vHiiact with mm laity, nonalco¬ 
holic foods. The avamge thlrkitrst of surh polymers tn the form In 
which they contort food xhall not «.xreod 0.0(1.* tiwh. 

4. At levels not exceedmt 35 ja i by weight of (wnnltled vinyl chloride 

homo- and or «-v»ntilymeni used In roittact, under oonditfon* of use K 
and Cl described in table 2 of 117«.17<Kc> of this chapter with fatty, 
nonalcoholic foods having a lot ami oil content no* exceeding a total 
of 40 pci by weight. The average thfokuras of «uch polyitN-rs In the 
form In which they contact food sltall not rineod 0,00.' Inch. 
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M627 


AMnch 

Dltonoayi phlbsbw. . .— For tor only «l kvrb not 


DlC-etby forty li tuobk . 


Dka-hrxylimlsU-- 


bllinyl|)litiuiliU«.. 

lAplwtiyl phi liable..... 


' Uityl Nlm til oil 

lull V ivriav 

hfwaidtfrd Ifvwvd ull. ......._..... 

Minmtf ndJ, Midi*.. ^ 

l'ul>hut« u«*. h>ili(«cti*n«f <mimrjiuxn 
worifty at 2 W F, » Sayboh Uni- 
tvml ^vkuIs, u <ii*Crrmtn*d by 
ASTM Mrihoch 0H4I and U-l’Iftl: 
and liromutr immU-r ut 3 or I ml m 
• Witt »•> ASTM Mrtbod L>- 


!r<- ,‘rn„i »rightR«1 0,00TO. 


l it!) coniplyini with ft 177.- 

•43 Ool (lit* rhapltt. 

1*^*1 tvirwr flyr*i| utrbir 'uvroge moi. 
"right JOOO., 


T»»Hii>lm* glyrul 
•-if- MrtniWtij'K» 
hut>Tatf. 


a>ltriif3iitOdiai titua 


UmJfMfknu 

- — arnnlln* 43 pet by ii f i»x milted tinyl 

duarlibt homo- and/or ropolyrarr* uvd In emit* t with Mod mb of ti» 
tm (donUikd m I IT*.170to> of thta rhapUc. Tald* I. umler oalixorv* 
I. II, I\ -B, and VIII. at Umpendimw not raotvultnr room Mtnpmuurv, 
The *ww thJeknmttofsuch polymer*in ibe form in which ii*> < uni or* 
ftwd rfwll not sum* 4 0.005 loch. 

For um only: 

1. At bveb nut eiorrdimc 34 pat by weight of (tcniUMi-l vinyl rhliwidi* 

Iwnrto* and/or oopolynua* tued In rmilant with noulutty. imwi- 
mleoboDc food. The avrr a*c Itikknr.w <4 such pulytum hi the fuini u» 
which they contact food »ivU1 not exceed 0 l«O Inch 

2. At level* not exceeding 24 pet l»v weight of permltt.'il vinyl rhbmde 

fiatno- aiul<<* cx^kjlymem »i*M in conloet. under conditions <rf ute 
Y and O (lowritiad in taliln 2 of f 175.170(c) of this chapter, watt 
Catty, nonalcoholic food having a fat ond oil COCUatil not exi^dhni 
a total of aOjtermnt by avigtit. The average thick ■***• of such poly* 
»*«**» In the form in *<Wch they «*ih*r food •lia’.l not lOrml O.tMU 
lueb. 

For use only: 

1. In polymeric wibrlaiitw u»nl in contact with maifstt» fod 

2. In polyiwMic sut»il<tiicm tued In contact with felly food and llintt»«l 

to u» at levcla tx* euvsedinx IA pet by wrUbt of *urh poly ntree 
sntMlanee except as orovMrd uiwfer limlution 3. 

I. At fond* greater Ibuu IS but not exaootUn* il pet by Wright of per* 
mltUd \tnyl chK*t«le homo- and/or cojv-d /met* ii*mI In rent art. 
under oondltioru id um H or O dssrrtbod In ubl* 2 of | ITc.lTtHet of 
this < Mspier, with fatly food It wing a fat and oil .vtntmi not ex- 
r wdlrwt » total of 30 pet by weight. Tha arm**' ttilrknrot of turh 
notymer* In the form in which they conturt food atialt not t «w»rd 
Mfeinriu 
Fur tot 1 only 

1. As provhb*d in I I7S.IQS of this ehapUrr 

2. la tnii'ka that contact food only of the type* UkmUled in ft ITT.tnh. i 

of Ihucl^apter.Ublel. under <jAtrfork*r II.1V-H. VI H, and \ lit, 

F<* UM only; 

I. As provide*] in ft 173.105 of this chapter. 

? Alone or in conil maiion with otlmr phibalanw. In |Ja»iK him ** -hiwt 
perpered from polyvinyl acetate, polyvinyl chloride, ami,or vinyl 
ridorlde copolymer* complying with | rnivnuof thlsrhaptar. 8ucb 
pUailc ttlm or vheol shall be used in nontiwt with food si Imipera 
t urea not to exxv«d room Lamptraiure am! shall contain no mar* than 
, , 1,1 ixj •right of total phihaiaim, calculated as phi Italic and. 

lodtnr number, maximum 5; oxtraue oxygrn, mhitmutn is pci, 

lodhtr ntunlirr, maxtnnnu 5; aviranr oxygen, minimum sprL 

For use only. 

1. U» pidy merle nbatsum owl In contort with non tatty f.M 4 l. 

2. In polyvlhylencromnlying with ft !77.!&Wof tliii rhaj»t.T and wed In 

rontarl with fatty food, provided that the hydrraviiatifl jjoly imietia 
U sddrd m an aiuoum not to exceed 03 iwl by weight of the paly* 
t tiiyfetie. and further provided IlnU Mich |.la§Ucu«l i«»I>. ihybjai 
tw \ be t»«d w a (WTnpoiient of ankles intended for jai king or 
holding food during rookiug. 

A In pnlyvtyreo* complying with | I77.IC40 of Orix cha|ifer am! used in 
cunmet wiUi fatty food, provided U»at the h>dro«r»iAl.st (tulylaitcn* 
is add* l in an amount not to exceed 5 pet by weight of the petty* 
piymie, and further provided that such pYa*tirurd poiyftynueslmf) 
!!*£ ^ “ rtirlfl# bitmded for {lacking or bold* 

F m r « h r}«»*Siixfiirig wuh ft 177.1S20of this chapter, provided 

tlvot th* {KiiybotnityWmv F» added In an amount not excaedlng OJ m| 
S? ly J?H 3r> ^ F* 1 ,orth,,r iWJdcd that iui*h pUisth'lred 
^JKUJSS 12^*1 “ »,wn*«l»oorni of xrtu lm lutnidc^l for 

or boiiling food durhat rooking. 

Fur «• fc*vris not exceeding II pci by Wright of permitted pdy. 

vmyl diforkle ooaUngs. Buell coatings dull be used only «a bulk lood 

mu,Klc0 ** —ne«« ->*> 

nielhylnn* glvool contrnl tioi to exceed 01 pet. 

ln ■“ aJtwmnt '«* I® <*xcee<| IS pet by 
04 food-con lari article, iwovided ihxt the llnlxhed 

|4aaik nrtn-lo eon tar u food only of the types UlenUflrd in ft ITAlTChe) 
of this chapter, table I. under cafrcnrtia I, |J, Vl-B, VII It, and VIll. 


•c 1 The use of the plasticisers in any 
polymeric hubetance or article subject to 
*ny regulation In Parts 174. 175, 176, 177. 
178 179 of this chapter must comply with 
any specifications and limitations pre¬ 
scribed by such regulation for the fin¬ 
ished form of the substance or article. 

§ 173.d7l>0 Pofyrth~lrfic gtvrr>1 (ntrnn 

molecular weight 200-9,500). 

Polyethylene glycol identified in this 
section may be safely used as a com¬ 
ponent of articles Intended for use in 
contact with food, in accordance with the 
following prescribed conditions: 

tai The additive is an addition poly¬ 
mer of ethylene oxide and water with a 
mean molecular weight of 200 to 9.&00. 

<b* It contains no more than 0.2 per¬ 
cent total by weight of ethylene and dl- 
cthylene glycols if Its mean molecular 
weight Is 350 or higher and no more than 


0.5 percent total by weight of ethylene 
and diethylene glycols if its mean molec¬ 
ular weight Is below 350. when tested by 
the analytical methods prescribed in 
f 172.820(b) of this chapter. 

(c) The provisions of paragraph «b> 
of this section are not applicable to poly¬ 
ethylene glycols used In food-packaging 
adhesives complying with S 175.105 of 
this chapter. 


178.3760 Pcilyrthylrnr 
tnonolutimlr. 


glycol (100) 


Polyethylene glycol <400> monoluurate 
containing not more than 0.1 percent by 
weight of ethylene and/or dlethylcne 
glycol may be used at a level not to ex¬ 
ceed 0.3 percent by weight of twine as 
a finLsh on twine to be used for tying 
meat provided the twine fibers are pro¬ 
duced from nylon resins complying with 
S 177.1500 of this chapter. 


i> I7C.3779 Polyli%«lrlr alrnhol dir-tt r* 
of oaidutSvc!y rrfirtrd (Gcr*ltioflTrri 
procr**) monlun wax arid*. 

Polyhydric alcohol dicsters of oxida¬ 
tively' refined i GersthofTen process' mon- 
tan wax acids identified in this section 
may be safely used as components of ar¬ 
ticles intended for use in contact with 
food in accordance with the following 
prescribed conditions: 

»a» Tlie polyhydric alcohol diesters 
identified in thLs pumgraph may be used 
as lubricants in the fabrication of vinyl 
chloride plastic food-contact articles 
prepared from polyvinyl chloride and or 
from vinyl chloride copolymers comply¬ 
ing with P 177.1980 of this chapter. Such 
diesters meet the following specifications 
and arc produced by partial esterification 
of oxidatively refined «GersthofTen proc¬ 
ess ' montan wax acids by either ethylene 
glycol or 1,3-butanediol with or without 
neutralization of unreacted carboxylic 
groups with calcium hydroxide: 

<1) Dropping point 76 ‘ —105* C, as 
determined by A STM Method D 566. 

J2» Acid value 10-20. as determined by 
ASTM Method D 1386 using as solvent 
xylcne-cthyl alcohol in a 2:1 ratio in¬ 
stead of toluene-ethyl alcohol in a 1.2 
ratio. 

»3> Saponification value 100-160, as 
determined by ASTM Method D 1387 
using xyiene-ethyl alcohol in a 2:1 ratio 
instead of ethyl alcohol In preparation 
of potas! ium hydroxide solution. 

(4> Ultraviolet absorbance limits as 
follows, as determined by the analytical 
method described in this subparagraph: 

Ultraviolet abaorbrnnee per centimeter 
path length. 

Millimicrons: 

280 to 289 . ... 

200 to 290.. 

.TOO to 359.. 1 

350 to 400 _ 


Maximum 

_ 0.07 

_ .08 

- .04 

- .01 


ANALTTtCAt Method 
CENXIUL rWSTmrCTTOW* 

Because of the Hecrittvity of the teat, the 
possibility of errors a tiring from contamina¬ 
tion la great It is of the greatest importance 
that all glassware be acrttpuioualy cleaned 
to remove all organic matter such as oil. 
greave. detergent residues, etc. Examine all 
glassware. Including stoppers ati«l stopcocks, 
under ultraviolet light to detect any residual 
fluorescent contamination. As a precaution¬ 
ary measure it U recommended practice to 
rinse all gtaasware with purified isooctanc 
immediately before use. No grease u to be 
used on stopcocks or Joints. Orcat care to 
avoid contamination of wax samples In han¬ 
dling and to assure absence of any extra¬ 
neous material arising from inadequate 
packaging is essential. Because some of the 
polynuclear hydrocarbons sought ln this test 
are very susceptible to photo-oxidation, the 
entire procedure ta to be carried out utvier 
subdued light. 

irraAtra 

Separatory funnel*. 250-milliliter. 500- 
mUlUiler, 1,000-Dilll! liter, and preferably 
2,000-milliliter capacity, equipped with tetra- 
fluoroethylene polymer stopcocks. 

Reservoir. 1.000-mU 111 iter capacity, 
equipped with a 24/40 standard taper male 
fitting at the bottom and a suitable ball- 
joint at the top. 

Chromatographir tube. 1,200 millimeters in 
length, inside diameter to be 16.5 millimeters 
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:*0.3 millimeter, equipped with a coarse, 
fritted-glam dine, a tetrafluoroethylene 
polymer stopcock, and a female 24/40 
standard tapered fitting at the opposite end. 

(Overall length of the column with the 
female Joint la 1355 millimeter* ) The female 
fitting should be equipped with glass hooka. 

Disc. Tetrafluoroethylene polymer 2-Inch 
diameter disc approximately »ut-lnch thick 
with a hole bored in the center to closely 
fit the stem of the chromatographic tube. 

Heating jacket*. Conical, for 500-mlUlllter 
and 1.000-mill 11 tter separatory funnels. (Used 
with variable transformer heat control.) 

Suction flask. 250-railllilter or 500-mliil- 
lltcr filter flask. 

Condenser. 24/40 Joints, fitted With a dry¬ 
ing tube, length optional 

Evaporation flasks (optional). A 250- 
mllimter or 500-milliliter capacity and a 1- 
11 ter capacity all-glow flask equipped with 
standard taper stopper having inlet and out¬ 
let tube* to permit passage of nitrogen across 
the surface of contained liquid to be evap¬ 
orated. 

Vacuum distillation assembly. All glass 
(for purification of dimethyl sulfoxide) 2- 
liter distillation flask with heating mantle; 
Vigreaux vacuum-Jacketed condenser (or 
equivalent) about 45 centimeters In length 
and distilling head with separable cold finger 
condenser. Use of tetrafluoroethylene poly¬ 
mer sleeves on the glass Joints will prevent 
freezing Do not us© grease on stopcocks or 
Joints. 

OU bath. Capable of heating to 90* C. 

Spcctrophotometric cell*. Fused quartz 
cells, optical path length in the range 1.000 
centimeter ±0 005 centimeter. With distilled 
water In the cells, determine any absorbance 
differences 

Spectrophotometer. Spectral range 250 
minimi cron*-400 millimicrons with spectral 
silt width of 0.2 millimicron or less; under 
Instrument operating conditions for these 
absorbance measurements. The spectro¬ 
photometer shall also meet the following per¬ 
formance requirements: 

Absorbance repeatability. ±0.01 at 0.4 
absorbance. 

Absorbance accuracy, 1 ±0.06 at 0.4 absorb¬ 
ance. 

Wavelength repeatability. milli¬ 

micron. 

Wavelength accuracy, ±1.0 millimicron. 

Recording time. 50 seconds. 

Tlmo constant, 0.6 second. 

Sensitivity. 30. 

Ordinate scale. 90-100 percent transmis¬ 
sion through scale. 

Abscissa scale. 8X. 

Nitrogen cylinder. Water-pumped or equiv¬ 
alent purity nitrogen in cylinder equipped 
with regulator and valve to control flow at 
5 p si*. 

Reagents and Mattxiaus 

Organic solvents . All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The isooctane and benzene 
designated in the list following this para¬ 
graph shall pa&a tho following test: 

To tho specified quantity of solvent in a 
250-milliliter Erlenmeyer flask, add 1 milli¬ 
liter of purified n-hexodecane and evaporate 
on the steam bath under a stream of nitro¬ 
gen (a loose aluminum foil Jacket around 
the flask will speed evaporation). Discon- 


1 As determined by procedure using potas¬ 
sium chromate for reference standard and 
described in National Bureau of Standards 
Circular 464. * , 8pectrobpo tome try,* U-S. 
Department of Commerce. 1049. The accuracy 
is to be determined by comparison with the 
standard values at 290. 345. and 400 milli¬ 
microns. 


tlnuc evaporation when not over 1 milli¬ 
liter of residue remains. (To the residue 
from benzene add a 10-milliliter portion 
of purified tsooctene. reevaporate, and 
repeat once to Insure complete removal of 
benzene.) 

Alternatively, the evaporation time can 
be reduced by using the optional evapora¬ 
tion flask. In this case the solvent and 
n-hexodecane are placed in the flask on the 
steam bath, the tube assembly to Inserted, 
and a stream of nitrogen Is fed through the 
inlet tube while the outlet tube la connected 
to a solvent trap and vacuum line In such 
a way as to prevent any flow-back of con¬ 
densate into the flask. 

Dissolve the 1 milliliter of hcxadccane 
residue In Isooctane and moke up to 26 milli¬ 
liters volume. Determine the absorbance in 
the 1-centimeter path length cells com¬ 
pared to Uooctane os reference. The absorb¬ 
ance of the aolutlon of the solvent residue 
(except for methyl alcohol) shall not exceed 
0.01 per centimeter path length between 
280 ms and 400 an*. 

Isooctane (2.2,4-trimethylpentane). Use 
180 milliliters for the test described in the 
preceding paragraph. Purify. If necessary, 
by passage through a column of activated 
silica gel (Orade 12. Davison Chemical Co. 
Baltimore. Xfd., or equivalent) about 90 
centimeters in length and 5 centimeters to 
8 centimeter* In diameter. 

Benzene. A CS. reagent grade . Use 160 
milliliters for the test. Purify. If necessary, 
by distillation or otherwise. 

n-Hcxadecanc. 99 percent olefln-free . Dilute 
1 0 milliliter of n-hexodecane to 25 milliliters 
with uooctane and determine the absorbance 
in a 1-centimeter cell compared to Uooctane 
as reference point between 280 nu-400 im*. 
The absorbance per centimeter path length 
shall not exceed 0 00 tn this range. If neces¬ 
sary. purify by filtering through a column 
containing 100 grams of aluminum oxide 
(use aame grade os described below) in the 
lower hair and 100 grams of activated silica 
gel In the upper half keeping the column at 
150* c., for a period of 15 houjra or over¬ 
night. The first 100 milliliters of eluate are 
used. Purification can also be accomplished 
by distillation. 

Dimethyl sulfoxide. Pure grade, clear, 
water-white, m.p. 1* minimum. Dilute 120 
milliliters of dimethyl sulfoxide with 240 
milliliters of distilled water In a 600-mllli- 
liter separatory funnel, mix and allow to cool 
for 6-10 minutes. Add 40 milliliters of teo- 
octnne to the solution and extract by shaking 
the funnel vigorously for 2 minutes. Draw 
off the lower aqueous layer Into a second 500- 
mliUliter separatory funnel and repeat the 
extraction with 40 milliliters of Uooctane. 
Draw off and discard the aqueous layer. Wash 
each of the 40-mllllllter extractives three 
times with 50-m!UUlter portions of dUtllled 
water. Shaking time for «ACh watt* U 1 
minute Discard the aqueous layers. Filler 
the first extractive through anhydrous so¬ 
dium sulfate prewashed with Uooctane (see 
Sodium sulfate under “Reagents and mate¬ 
rials'* for preparation of filter). Into a 250- 
mUtllltcr Erlenmeyer flask, or optionally Into 
the evaporating flask. Wash the first separa¬ 
tory funnel with the seoond 40-m U1 Utter 
Uooctane extractive, and pass through the 
sodium sulfate Into the flask. Then wash the 
Second and first separatory funnels succes¬ 
sively with a 10-millllltor portion of Uooc¬ 
tane. and pass the solvent through the so¬ 
dium sulfate into the flask. Add 1 milliliter 
of n-hexadecane and evaporate the Uooctane 
on the steam bath under nitrogen. Discon¬ 
tinue evaporation when not over 1 milliliter 
of residue remains. To the residue, add a 
10-mil Ulltcr portion of Uooctane and reevap¬ 
orate to 1 milliliter of hexadecane. Again, 
add 10 millIIItem of Uooctane to the residue 


and evaporate to 1 milliliter of hexadecaur 
to insure complete removal of all volatile 
materials. Dissolve the 1 milliliter of hexadec¬ 
ane in Uooctane and make to 25-milliUter 
volume. Determine the absorbance in 1 - 
cen time ter path length cells compared to 
isooctane as reference. The absorbance of 
the solution should not exceed 0.02 per centi¬ 
meter path length In the 280 ms-400 
range. (Note: Difficulty in meeting this ab¬ 
sorbance specification may be due to organir 
impurities in the dUtllled water. Repetition 
of the test omitting the dimethyl sulfoxide 
will disclose their presence. If necessary to 
meet the specification, purify the water by 
rcdlstUlation, passage through an lon-cx- 
change resin, or otherwise.) 

Purify. If necessary, by the following pro¬ 
cedure: To 1,500 milliliters of dimethyl sulf¬ 
oxide in a 2-1 iter glass-stoppered flask, odd 
60 milliliters of phosphoric acid and 50 
grams of Norlt A (decolorizing carbon, alka¬ 
line) or equivalent. Stopper the flask, and 
with the use of a magnetic stirrer (tetrn- 
fiuoroeUiylene polymer coated bar) stir the 
solvent for 15 minutes. Filter the dimethyl 
sulfoxide through four thicknesses of fluted 
paper (18.5 centimeter*. Schleicher A 8 chue!l. 
No. 597. or equivalent). If the Initial filtrate 
contains carbon fines, rrniter through the 
same filter until a clear filtrate Is obtained. 
Protect the sulfoxide from air and moisture 
during this operation by covering the solvent 
in the runnel and collection flask with a 
layer of Uooctane. Transfer the filtrate to a 
2 -liter separatory funnel and draw off the 
dimethyl sulfoxide into the 2 -liter distilla¬ 
tion flask of the vacuum dUtIllation assem¬ 
bly and distill at approximately 3 -millimeter 
Hg pressure or less. DLscard the first 200- 
mlllilitcr fraction of the distillate and re¬ 
place the distillate collection flask with a 
clean one. Continue the distillation until 
approximately 1 liter of the sulfoxide has 
been collected. 

At completion of the distillation, the re¬ 
agent should be stored In gloss-stoppered 
bottles since it is very hygroscoplo and will 
react with some metal containers In the 
presence of air. 

Phosphoric acid . 85 percent A.C.S. reagent 
grade. 

Aluminum oxide (80-200 mesh Woelm 
neutral activity grade 1 \Brockmann\. Al¬ 
ii ph arm Chemicals , New Orleans, La, or 
equivalent) . Pipette 1 milliliter of distilled 
water Into a dry 260-milllllter Erlenmeyer 
flask equipped with a ground-gloss stopper 
Stopper the flask and rotate It In such a 
manner as to completely wet out the Inside 
surfaces. When thin has been done add 180 
grams or the aluminum oxide and shake until 
no lumps or wet spots remain Allow u> stand 
at room temperature for a period of 2 hours 
At the end of this time the water should 
be evenly distributed throughout the alu¬ 
minum oxide powder, and It should hare 
the same free flowing properties as the 
original material (flow velocity with water 0.2 
milliliter per minute). At this point the 
aluminum oxide has an activity of 1 os 
expressed In Brockmann degrees, and the 
amount of added water is OA percent by vol¬ 
ume. This product U used in to to and as is, 
without further screening. 

Sodium sulfate, anhydrous , AJC.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent used, estab¬ 
lish as follows the necessary sodium sulfate 
prewoah to provide such filters required in 
the method: Place approximately 35 grains of 
anhydrous sodium sulfate in a 30 -milliliter 
coarse, fritted-glass funnel or In a 65-mllli- 
meter filter funnel with glass wool plug; 
wash with successive 16 -milllllter portions 
of the Indicated solvent until a 15 -rollllHter 
portion of the wash shows OjOO absorbance 
per centimeter path length between 280 ms 
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and 400 m » when twted iw prescribed under 
"Organic solvents." Usually three portions of 
wash solvent are sufficient 

Paocxoirax 

Before proceeding with analysis of a sam¬ 
ple. determine the absorbance in a 1-centi- 
meter path cell between 250 ixw and 400 m* 
for the reagent blank by carrying out the 
procedure, without a wax sample, at room 
temperature, recording the spectrum after 
the complete procedure as prescribed The 
absorbance per centimeter path length fol¬ 
lowing the complete procedure should not 
exceed 0 04 in the wavelength range from 
280 m* to 290 m*. inclusive, nor 0.02 in the 
wavelength range from 300 m* to 400 ms. 
If in either spectrum the characteristic 
bouse no peaks in the 250 m* 260 m* region 
or© present, remove the benzene by the pro¬ 
cedure under "Organic sol rente*' and re¬ 
cord absorbance again. 

Place 300 milliliters of dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 
milliliters of phosphoric acid. Mix the con¬ 
tents of tho funnel and allow to stand for 
10 minutes. (The reaction between the sulf¬ 
oxide and the acid U exothermic. Release 
pressure after mixing, then keep funnel stop¬ 
pered.) Add 150 milliliters of Uooctane arid 
shake to preequilibrate the solvents Draw 
off the individual layers and store in glass- 
stoppered flasks. 

In a 1-liter separatory fynne! place a repre¬ 
sentative 25-gram sample of wax. add 50 mil¬ 
liliters of lsooctane. heat gently, stir until the 
wax is in solution; add 100 milliliters of pre- 
equilibrated sulfoxide-phosphoric acid mix¬ 
ture and dhaXe, making sure it remains in 
solution. If the wax comes out of solution 
during these operations, let the stoppered 
funnel remain In the Jacket until the wax 
redissolves. (Remove stopper from the funnel 
at intervals to release pressure.) When the 
wax is in solution, remove the funnel from 
the jacket and shake It vigorously for 2 min¬ 
utes. Set up three 250-mllllliter separatory 
funnels with each containing 30 milliliters of 
preequitlbrated lsooctane. After separation of 
the liquid phases, allow to cool until the main 
portion of the wax-lsooctane solution begins 
to show a precipitate. Oently swirl the fun¬ 
nel when precipitation first occurs on the 
inside surface of the funnel to accelerate 
this process. Carefully draw off the lower 
layer. Alter It slowly through a thin layer of 
glow wool fitted loosely in a Alter funnel into 
the Am 250-mlUlliter separatory funnel, and 
wnah In tandem with the 30-milllliter por¬ 
tions of lsooctane contained In the 250-milli¬ 
liter separatory funnels. Shaking time for 
each wash is 1 minute. Repeat the extraction 
operation with two additional portions of the 
'ulfoxide-acld mixture, replacing the funnel 
in the jacket after each extraction to keep the 
wax In solution and washing each extractive 
in tandem through the same three portions 
of lsooctane. 

Collect the successive extractives (300 mil¬ 
liliters total) in a separatory funnel (prefer¬ 
ably 2-iiter). containing 480 milliliters of 
distilled water, mix. and alow to cool for a 
few minutes after the last extractive has been 
added. Add 80 mill!titers of lsooctane to the 
solution and extract by shaking the funnel 
vigorously for 2 minutes Draw off the lower 
aqueous layer lntof second separatory funnel 
(preferably 2-liter) and repeat the extraction 
with 80 milliliters of lsooctane Draw off and 
discard the aqueous layer. Wash each of the 
80>milliliter extractives three times with 100- 
mUllliter portion! of distilled water. Shaking 
time for each wash Is 1 minute. Discard the 
aqueous layers. Kilter the Aral extractive 
through anhydrous sodium sulfate pre washed 
with Lsooctane (see Sodium sulfatr under 
"Reagents and Materials" for preparation of 
niter) into a 250-mlIIlllter Erlenmeyer flaak 
(or optionally into the evaporation flask). 
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Wash the Amt separatory funnel with the sec¬ 
ond 80-mmuiter taooctane extractive and 
pass through the sodium sulfate. Then wash 
the second and Amt separatory funnels suc¬ 
cessively with a 20-mlllIHter portion of Uo- 
ortane and pax* the solvent through the so¬ 
dium sulfate into the Aaak. Add 1 milliliter 
of n-hexadeenne and evaporate the Uoortane 
using an aspirator vacuum under nitrogen 
and in an oil bath temperature of approxi¬ 
mately 90* C. Discontinue evaporation when 
not over 1 milliliter of residue remains. 
the residue, add a 10-mlllillter portion of iso- 
octane, rcevaporate to 1 milliliter of hexa- 
decane. and repeat this operation once. 

Reserve the residue for column chromatog¬ 
raphy on the aluminum oxide. 

Fit the tetraAuoroethylene polymer disc on 
the upper part of the stem of the chromato¬ 
graphic tube, then place the tube wlih the 
due on the suction flask and apply the 
vacuum (approximately 135 millimeters Hg 
pressure). Weigh out 180 grams of the 
aluminum oxide and pour the adsorbent mix¬ 
ture Into the chromatographic tube In ap¬ 
proximately 30-centimeter layers After the 
addition of each layer, level off the top of the 
adsorbent with a flat glass rod or metal 
plunger by pressing down firmly until the ad¬ 
sorbent Ls well packed. Loosen the topmost 
few millimeters of each adsorbent layer with 
the end of a metal rod before the addition 
of the next layer. Continue packing In this 
manner until all the 180 grams of the ad¬ 
sorbent Is added to the tube Level off the top 
of the adsorbent by pressing down firmly with 
a flat glass rod or metal plunger to make the 
depth of the adsorbent bed approximately 
80 centimeters In depth. Turn off the vacu¬ 
um and remove the suction flask. Dissolve 
the hexadecane residue in 10 milliliters of 
warm benzene and decant the solution onto 
tho oolumn and allow the Liquid level to 
recede to barely above the adsorbent level. 
Rapidly complete the transfer similarly with 
two 10-mlllillter portions of benzene swirling 
the flask repeatedly each time to assure 
adequate washing of the residue. Fix the 
1.000-milliliter reservoir onto the top of the 
chromatographic column. Just before the 
final 10-mlllillter wash reaches the top of the 
adsorbent, add 670 milliliters of benzene to 
the reservoir and continue the percolation 
at the 2-3 milliliter per minute rate until a 
total of 670 milliliters of benzene has been 
utilized. Collect the eluate In a clean 1-liter 
Erlenmeyer flask (or optionally into a 1- 
llter evaporation flask). Allow tho column 
to drain until most of the solvent mixture la 
removed. Add 1. milliliter of n-hcxadecane 
and completely remove the benzene by evapo¬ 
ration under nitrogen, using the special pro¬ 
cedure to eliminate benzene as previously de¬ 
scribed under "Organic Solvents.** Quantita¬ 
tively transfer the residue with lsooctane to a 
25-mlUtUtcr volumetric flask and adjust to 
volume. Determine the absorbance of the 
solution in the 1-centimeter path length 
cells compared to lsooctane as reference be¬ 
tween 250 m* 400 nu- Correct for any ab¬ 
sorbance derived from the reagents as deter¬ 
mined by carrying out the procedure without 
a wax sample. If either spectrum shows the 
characteristic benzene peaks In the 250 ms- 
200 mu region, evaporate the solution to re¬ 
move benzene by the procedure under •‘Or¬ 
ganic Solvents '* Dissolve the residue, trans¬ 
fer quantitatively, and adjust to volume in 
lsooctane in a 25-mUUllter volumetric flask. 
Record the absorbance again. If the corrected 
absorbance does not exceed the limits pre¬ 
scribed In paragraph (a) of this section, the 
wax moots the ultraviolet absorbance speci¬ 
fications. 

(b> The polyhydiic alcohol diesters 
identified In this paragraph may be used 
ns release agents in resinous and poly¬ 
meric coatings for polyolefin films corn- 
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plying with 4 175.320 of this chapter. 
Such diesters meet the following specifi¬ 
cations and are produced by partial es¬ 
terification of oxidatively refined (Ger- 
sthofTcn process) montan wax ackis with 
equimolar proportions of ethylene glycol 
and 1,3-butanediol: 

<1> Dropping point 77*-82" C, as de¬ 
termined by ASTM Method D 566. 

t2> Acid value 25-35. as determined by 
ASTM Method D 1386 using as solvent 
xylene-ethyl alcohol In a 2:1 ratio in¬ 
stead of toluene-ethyl alcohol in a 1:2 
ratio. 

<3> Saponification value 135-150, as 
determined by ASTM Method D 1387 
using xylene-ethyl alcohol in a 2:1 ratio 
Instead of ethyl alcohol in preparation 
of potassium hydroxide solution. 

(4) Ultraviolet absorbunce limits spec¬ 
ified in paragraph <a) <4> of this section, 
as determined by the analytical method 
described therein. 

§ 178.3780 I’olyhyilric nlrolml rMcm of 
long chain monobasic acids, 

Polyhydrlc alcohol esters of long chain 
monobasic acids identified in this section 
mav be safely used as lubricants tn the 
fabrication of polwinvl chloride and/or 
polyvinvl chloride copolvmer articles 
complying with I 177.1980 of this chapter 
that contact food of tvpes I. n, TV-B. 
VI-B. vn-B. and VTTI identified in table 
1 in $ 176.170(c) of this chapter under 
conditioas of use E. P. and O described 
in table 2 In I 176.170(c) of this chapter, 
subject to the provisions of this section. 

(a) Identity. For the purpose of this 
section, polvhvdric alcohol esters of long 
chain monobasic acids consist of poly- 
hvdric alcohol esters having number 
average molecular weights in the range 
of 1.050 to 1.700. The esters are produced 
by the reaction of either ethylene glycol 
or glycerol with long chain monobasic 
acids containing from 9 to 49 carbon 
atoms obtained by the ozonization of 
long chain alpha- olefins, the unreacted 
carboxylic acids in the formation of the 
glycerol esters being neutralized with 
calcium hvdroxidc to produce a composi¬ 
tion having up to 2 percent by weight 
calcium. The alpha-olefins, obtained 
from the polymerization of ethylene, 
have 20 to 50 carbon atoms and contain 
a minimum of 75 percent by weight 
straight chain alpha-olefins and not 
more than 25 percent vinylidene com¬ 
pounds. 

(b> Specifications. The polyhydrlc al¬ 
cohol esters have the following specifica¬ 
tions: 

(D Melting point of 60-80" C for the 
ethvlene glycol 06 ter and 90-105* C for 
the glycerol ester as determined by the 
Fisher Johns method. 

(2) Acid value 15-25 for each ester as 
determined by the A O.C S. Method Trla- 
64T," modified to use as the acid solvent 
a 1:1 volume mixture of anhydrous iso¬ 
propyl alcohol and toluene. The solution 
is titrated with O.IN methanolic sodium 
hydroxide. 


••Copies may be obtained from: American 
Association Of Oil Chemists. 36 East Wacker 
Dr , Chicago. IL 60601. 
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(3) Saponification value 120-160 for 
the ethylene glycol ester and 90-130 for 
the glycerol ester as determined by an 
analytical method available upon request 
from the Divis ion of Food and Color 
Additives, HFF-330, U.S. Food and Drug 
Administration, 200 C St. SW.. Wash¬ 
ington. D.C. 20204. 

(4' Ultraviolet absorbance as specified 
in 8 178.3770(a) (4) of this chapter when 
tested by the analytical method described 
therein. 

(Secs 201 (•), 409. 701(a). 52 Stat. 1055. 72 
8tat. 1784-1788; 21 US.C. 321(s), 348. 371 
<*)•> 

§ 178.3700 Polymer modifier* in wmi* 
rigid and rigid vinyl rltloride pla-lic*. 

The polymers identified In paragraph 

(a) of this section may be safely ad¬ 
mixed. alone or in mixture with other 
permitted polymers, as modifiers in semi¬ 
rigid and rigid vinyl chloride plastic 
food-contact articles prepared from vinyl 
chloride homopolymers and/or from 
vinyl chloride copolymers complying with 
8 177.1950, 8 177.1970. and/or 9 177.1980 
of this chapter, in accordance with the 
following prescribed conditions: 

(a) For the purpose of this section, 
the polymer modifiers are identified as 
follows: 

(1) Acrylic polymers identified in this 
subparagraph provided that such poly¬ 
mers contain at least 50 weight-percent 
of polymer units derived from one or 
more of the monomers listed in para¬ 
graph (a)UXi) of this section. 

<i) Homopolymers and copolymers of 
the following monomers: 

n-Butyl acrylate. 
n-Butyl methacrylate. 

Ethyl acrylate. 

Methyl methacrylate. 

(ii) Copolymers produced by copolym¬ 
erizing one or more of the monomers 
listed in paragraph (a) (1X1) of this sec¬ 
tion with one or more of the following 
monomers: 

Acrylonitrile. 

Butadiene. 

o-Methylstyrene. 

8t.yrene. 

Vinylidene chloride. 

<iii> Polymers identified in paragraph 
(aXl> (!) and cii) of this section con¬ 
taining no more than 5 weight-percent of 
total polymer units derived by copolym¬ 
erization with one or more of the follow¬ 
ing monomers: 

Acrylic acid. 

1.3-Butylene glycol dimethacrylate. 

DivlnyJbcnzene 

Methacrylic acid. 

(iv) Mixtures of polymers identified 
in paragraph (a)(1) (ft), (ii). and (ill) of 
this section; provided that no chemical 
reactions, other than addition reactions, 
occur when they are mixed. 

(2) Polymers identified in paragraph 
(a)(1) of this section combined during 
their polymerization with butadiene-sty¬ 
rene copolymers; provided that no chem¬ 
ical reactions, other than addition re¬ 
actions. occur when they arc combined. 


Such combined polymers may contain 50 
weight-percent or more of total polymer 
units derived from the butadiene-styrene 
copolymers. 

<b) The polymer content of the fin¬ 
ished plastic food-contact article consists 
of: 

(1) Not less than 80 weight-percent of 
polymer units derived from the vinyl 
chloride polymers identified in the intro¬ 
duction to this section and not more than 
5 weight-percent of polymer units de¬ 
rived from polymers identified in para¬ 
graph (a)(1) of this section and may 
optionally contain up to 15 weight-per¬ 
cent of polymer units derived from buta- 
dienc-styrcne copolymers; or 

(2) Not less than 50 weight-percent of 
polymer units derived from the vinyl 
chloride polymers identified in the Intro¬ 
duction to tills section, not more than 50 
weight-percent of polymer units derived 
from homopolymers and/or copolymers 
of ethyl acrylate and methyl methacry¬ 
late. and not more than 30 weight- 
percent of polymer units derived from 
copolymers of methyl methacrylate, 
a-methylstyrene and acrylonitrile and 
may optionally contain up to 15 weight- 
percent of polymer units derived from 
butadiene-styrene copolymers. 

(c) No chemical reactions, other than 
addition reactions, occur among the vinyl 
chloride polymers and the modifying 


Reinforced wax may be safely used as 
an article or component of articles in¬ 
tended for use in producing, manufac¬ 
turing. packing, processing, transporting, 
or holding food subject to the provisions 
of this section. 

(a» Reinforced wax consists of petro¬ 
leum wax to which have been added cer¬ 
tain optional substances required in its 
production, or added to impart desired 
physical or technical properties. 

(b) The quantity of any optional ad¬ 
juvant substance employed in the pro¬ 
duction of or added to reinforced wax 
does not exceed the amount reasonably 
required to accomplish the intended 
physical or technical effect or any limi¬ 
tation provided in this section. 

(c) Any substance employed in the 
production of reinforced wax. including 
any optional substance, that is the sub¬ 
ject of a regulation in Parts 174.175. 176, 
177, 178 and 8 179.45 of this chapter. 


polymers present in the polymer mixture 
used in the manufacture of the finished 
plastic food-contact article. 

(d> The finished plastic food-contact 
article, when extracted with the solvent 
or solvents characterizing the type of 
food and under the conditions of time 
and temperature characterizing the con¬ 
ditions of its intended use as determined 
from Tables 1 and 2 of 8 176.170(c) of 
this chapter, yields extractives not to ex¬ 
ceed the limits prescribed in § 177.1010 
(b)(1), (2). (3), and (4) of this chapter 
when tested by the methods prescribed 
in 8 177.1010 (c> of this chapter. 

<e> Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of 8 180.22 of this chapter. 

§ 178.3800 Preservative* for wood. 

Preservatives may be safely used on 
wooden articles that are used or in¬ 
tended for use in packaging, transport¬ 
ing. or holding raw agricultural products 
subject to the provisions of this section: 

(a) The preservatives are prepared 
from substances identified in paragraph 
<b) of this section and applied In 
amounts not to exceed those necessary 
to accomplish the technical effect of pro¬ 
tecting the wood from decay, mildew, and 
water absorption. 

<b> The substances permitted are as 
follows: 


conforms with any specification in such 
regulation. 

<d> The substances and optional adju¬ 
vant substances employed in the pro¬ 
duction of or added to reinforced wax 
include: 

(1) Substances generally recognized as 
safe In food. 

(2) Substances subject to prior sanc¬ 
tion for use in reinforced wax and used 
in accordance with such sanction or 
approval. 

(3) Substances identified in this sub- 
paragraoh and subject to any limitations 
provided therein: 

Limi- 

List of substavhes fcfioiu 

Copolymer of Isobutylene modified 

with leoprenc —..—-—- **** 

Petroleum wax. Type I and Type n- - 

Polyethylene _-—-—---- —- 

Honln« and roeln derivatives aa pro¬ 
vided in I 178.3870. . 


List of substances Limitations 

Copper-8-quinollnolate --— --- 

Mineral spirit*...........----—.. —...---- 

Paraffin wax____-__ Used singly or In combination so an to 

constitute not lea* than 50** of the 
solids. 

Petroleum hydrocarbon resin, produced by the Do. 

homo- and copolymerlzaUon of dienes and olefins 
of the aliphatic. allcycUc. and monobcnzenold 
arylalkene type from distillates of cracked petro¬ 
leum stocks. 

Pcntachlorophenol and Its eodtum salt—--... Not to exceed 50 p p m. in the treated 

wood, calculated as pentachloro- 
phenol. 

Rosins and rosin derivative*..... As provided in | 78.3870. 

Zinc salt of sulfonated petroleum-- --.—. 


§ 178.3830 Reinforced wax, 
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<e) Reinforced wax conforming with 
the specifications in this paragraph is 
used as provided in paragraph (e> <2) of 
this section. 

(1) The chloroform-soluble portion of 
the water extract obtained by exposing 
reinforced wax to demineralized water at 
70* P for 48 hours shall not exceed 0.5 
milligram per square inch of food-con¬ 
tact surface. 

(2) It is used as a packaging material 
or component of packaging materials for 
cheese and cheese products. 


L:*: of wtMUuce*: 

Kruramkto (mtcylainj'l*)... 

_ F<* tJ<*r Otily Itl 

central iovi at \ 
Mwilarl loo«l f| 
lucb ul film 

Obeyl palmitamlde.. 

1’ntytmUn*. hydrognvntifi; <wiit4y* For u»* only 
inf with lit* identity jwi*cmx*d btttcne under 
muter »ITtUTIOib). 

Smanted fatly acid amides roami- 
factuml frcun fatty ocida derived 
from animal. marine, or referable 
Ut» and alia. 

Hrmryt erucmmld#.... 


§ 178.3870 Ro*in* nnd roain dcfivallve^. 

The rosins and rosin derivatives iden¬ 
tified in paragraph <a> of this section 
may safely be used in the manufacture 
of articles or components of articles in¬ 
tended for use in producing, manufac¬ 
turing. packing, processing, preparing 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section. 

<a> The rosins and rosin derivatives 
ore Identified as follows: 

<1> Rosins: 

<i> Gum rosin, refined to color grade 
of K or paler. 

< li» Wood rosin, refined to color grade 
of K or paler. 

Oil) Tall oil rosin, refined to color 
grade of K or paler. 

<iv> Dark tall oil rosin, a fraction re¬ 
sulting from the refining of tall oil rosin 
produced by multlcolumnar distillation 
of crude tall oil to effect removal of fatty 
acids and pitch components and having 
a saponification number of from 110-135 
and 32 percent-44 percent rosin acids. 

<v> Dark wood rosin, all or part of the 
residue after the volatile terpene oils are 
distilled from the oleoresin extracted 
from pine wood. 

(2) Modified rosins manufactured 
from rosins identified in paragraph (a) 

(1 > of this section: 

<i> Partially hydrogenated rosin, cat- 
alytically hydrogenated to a maximum 
refractive index of 1.5012 at 100* C. and 
a color of WO or paler. 

<ii> Fully hydrogenated rosin, catalyt- 
icaliy hydrogenated to a maximum de- 
hydroabietlc acid content of 2 percent, a 
minimum drop-softening point of 79' C. 
and a color of X or paler. 

<ili> Partially dimerized rosin, di¬ 
merized by sulfuric acid catalyst to a 
drop-softening point of 95*-105* C and 
a color of WO or paler. 

<iv> Fully dimerized rosin, dimerized 
by sulfuric acid catalyst, and from which 
sufficient non dimerized rosin has been 
removed by distillation to achieve a rainl- 


§ 178.38M) Krlratc agents. 

Substances listed in paragraph »b) of 
this section may be safely used as release 
agents in petroleum wax complying with 
ft 178.3710 and In polymeric resins that 
contact food, subject to the provisions 
of this section. 

(a> The quantity used shall not ex¬ 
ceed the amount reasonably required to 
accomplish the intended technical effect 
or any limitations prescribed in this 
section. 

<b) Release agents: 


LimtMlous 

polyvinyl eWorld* films in amount* au/ch that tb« ron- 
t)» subManc* In the** Alma In thr form in which th« flints 
tail not Htwl 0.UV* milligram of lit* SttbaUitcti per squat a 


to the limitations prrsctibM for hydro*? ruled poly* 
11TS.S740(b). 


mum drop-softening point of 143' C. 
and a color of H or paler. 

(v> Disproportionated rosin, catalyti- 
cally disproportionated to a minimum 
dehydroabietic acid content of 35 per¬ 
cent. a maximum abletic acid content of 
1 percent, a maximum content of sub¬ 
stituted phenanthrenes (as rctene> of 
0.25 percent, and a color of WO or paler. 

(3) Rosin esters manufactured from 
rosins and modified rosins identified in 
paragraphs <a) <1> and (2) of this sec¬ 
tion: 

(i> Glycerol ester of wood rosin puri¬ 
fied by steam stripping to have an acid 
number of 3 to 9. a drop-softening point 
of 88*-96* C. and a color of N or paler. 

(11) Glycerol ester of partially hydro¬ 
genated wood rosin, having an acid num¬ 
ber of 3 to 10. a drop-softening point of 
79'-88' C. and a color of N or paler. 

(ill) Glycerol ester of partially dimer¬ 
ized rosin, having an acid number of 3 
to 8. a drop-softening point of 109*-119 # 
C. and a color of M or paler. 

<iv> Glycerol ester of fully dimerized 
rosin, having an acid number of 5 to 16, 
a drop-softening point of 165*-175* C. 
and a color of H or paler. 

(v) Glycerol ester of maleic anhy¬ 
dride-modified wood rosin, having an 
acid number of 30 to 40, a drop-soften¬ 
ing point of 138*-146* C. a color of M 
or paler, and a saponification number 
less than 280. 

<vl> Methyl ester of rosin, partially 
hydrogenated, purified by steam strip¬ 
ping to have an acid number of 4 to 8. 
a refractive index of 1.5170 to 1.5205 at 
20* C. and a viscosity of 23 to 66 poises 
at 25* C. 

(vii> Pentaerythritol ester of wood 
rosin, having an acid number of 6 to 16. 
a drop-softening point of 109"-116* C. 
and a color of M or paler. 

(vill) Pentaerythritol ester of partially 
hydrogenated w'ood rosin, having an acid 
number of 7 to 18, a drop-softening point 
of 102 *—110 * C, and a color of K or paler. 

<ix) Pentaerythritol ester of maleic 
anhydride-modified wood rosin, having 


an acid number of 8 to 16. a drop-soften¬ 
ing point of 154--162* C. a color of M 
or paler, and having a saponification 
number less than 280. 

(xi Pentaerythritol ester of maleic 
anhydride-modified wood rosin, having 
an acid number of 9 to 16, a drop-soften¬ 
ing point of 130*-140 4 C. a color of N or 
paler, and having a saponification num¬ 
ber less than 280. 

(xi i Pentaerythritol ester of maleic an¬ 
hydride-modified wood rosin, having an 
acid number of 134 to 145. a drop-soft¬ 
ening point of 127--137* C. a color of M 
or paler, and having a saponification 
number less than 280. 

(xil) Pentaerythritol ester of maleic 
anhydride-modified wood rosin, having 
an acid number of 30 to 40, a drop-soft¬ 
ening point of 131 *-137* C. a color of N 
or paler, and having a saponification 
number less than 280. 

(xili) Pentaerythritol ester of maleic 
anhydride-modified wood rosin, further 
modified by reaction with 4.4'-isopropyl- 
idenediphcnol-formaldehyde condensate, 
having an acid number of 10 to 22. 
a drop-softening point of 162*-172* C. a 
color of K or paler, a saponification 
number less than 280. and a maximum 
ultraviolet absorbance of 0.14 nt 296 m* 
(using a 1-centimeter cell and 200 milli¬ 
grams of the rosin ester per liter of sol¬ 
vent consisting of ethyl alcohol made 
alkaline by addition of 0.1 percent of 
potassium hydroxide). 

(xlv) Mixed methyl and pentaerythri¬ 
tol ester of maleic anhydride-modified 
wood rosin, having an acid number of 73 
to 83, a drop-softening point of 113*- 
123* C. a color of M or paler, and a sa¬ 
ponification number less than 280. 

(xv) Triethylene glycol ester of par¬ 
tially hydrogenated wood rosin, having 
an acid number of 2 to 10. a color of 
K or paler, and a viscosity of 350 to 425 
seconds Saybolt at 100* C. 

(xvi) Glycerol ester of maleic anhy¬ 
dride-modified wood rosin, having an 
acid number of 17 to 23. a drop-soften¬ 
ing point of 136*-140* C. a color of M 
or paler, and a saponification number 
less than 280. For use only in cellophane 
complying with f 177.1200 of this chapter. 

(xvil) Citric acid-modified glycerol 
ester of rosin, having an acid number less 
than 20, a drop-softening point of 105* 
— 115* C. and a color of K or paler. For 
use only as a blending agent in coatings 
for cellophane complying with ft 177.1200 
of this chapter. 

(xvtli) Glycerol ester of tall oil rosin, 
purified by steam stripping to have an 
acid number of 5-12, a softening point 
of 80*-88 J C, and a color of N or paler. 

(xlx) Glycerol ester of maleic anhy¬ 
dride-modified tall oil rosin, having an 
acid number of 30 to 40, a drop-softening 
point of 141* —146* C. a color of N or 
paler, and a saponification number less 
than 280. 

(xx) Glycerol ester of disproportion¬ 
ated tall oil rosin, having an acid number 
of 5 to 10. a drop-softening point of 84* 
—93* C. a color of WG or paler, and a 
saponification number less than 180. 

(4) Rosin salts and sizes—Ammonium, 
calcium, potassium, sodium, or zinc salts 
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RULES AND REGULATIONS 


of rosin manufactured by the partial or 
complete saponification of any one of 
the rosins or modified rosins identified 
in paragraph <a> (1) and (2) of this 
section, or blends thereof, and with or 
without modification by reaction with 
one or more of the following: 

<i> Formaldehyde. 

(11) Fumaricacid. 

<ili) Maleic anhydride. 

<iv) Sallgenin. 

(b) The quantity used shall not ex¬ 
ceed the amount reasonably required to 
accomplish the intended technical effect. 

(c) The use in any substance or arti¬ 
cle that is the subject of a regulation in 
Parts 174, 175, 176. 177. 178 and $ 179.45 
of this chapter shall conform with any 
specifications and limitations prescribed 
by such regulation for the finished form 
of the substance or article. 

<d> The provisions of this section are 
not applicable to rosins and rosin de¬ 
rivatives identified In $ 175.300(b)<3)<v> 
of this chapter and used in resinous and 
polymeric coatings complying with 
5 175.300 of this chapter. 

<e> The provisions of this section are 
not applicable to rosins and rosin de¬ 
rivatives identified in $ 175.105(c)(5) of 
this chapter and used in defoamlng 
agents complying with 8 176.210 of this 
chapter, food-packaging adhesives com¬ 
plying with | 175.105 of this chapter, 
and rubber articles complying with 
8 177.2600 of this chapter. 

(f) The analytical methods for deter¬ 
mining whether rosins and rosin deriva¬ 
tives conform to the specifications 
prescribed in paragraph (a) of this 
section are as follows. 

(1) Color: Color shall be determined 
by ASTM Method D 509-55. 

(2> Refractive index: Refractive in¬ 
dex shall be determined by ASTM 
Method D 1747-62. 

(3) Acid number: Acid number shall 
be determined by ASTM Method D 
465-59. 

(4) Viscosity: Viscosity in poises shall 
be determined by ASTM Method D 
1824-66 and in Say bolt seconds by ASTM 
Method D 88-56. 

<5j Softening point: Softening point 
shall determined by ASTM Method E 
28-67. 

(6) Analytical methods for determin¬ 
ing drop-softening point, saponification 
number, and any other specification not 
listed under paragraph <f) (l) through 
(5) of ’this section are available upon 
request from the Commissioner of Food 
and Drugs. 

§ 178.3900 Sodium prnUrlilorophcnnte. 

Sodium pcntachlorophenate may be 
safely used as a preservative for am¬ 
monium alginate employed as a process¬ 
ing aid in the manufacture of polyvinyl 
chloride emulsion polymers intended for 
use as articles or components of articles 
that contact food at temperatures not to 
exceed room temperature. The quantity 
of sodium pentachlorophenatc used shall 
not exceed 0.5 percent by weight of am¬ 
monium alginate solids. 


§ 178.3910 Surface lubricant* med in 
the nuinu fart lire of mrtallir article*. 

The substances listed in this section 
may be safely used in surface lubricants 
employed in the manufacture of metallic 
articles that contact food, subject to the 
provisions of this section. 

«a> The following substances may be 
used in surface lubricants used in the 
rolling of metallic foil or sheet stock 


(3) Mineral oil conforming to the 
identity prescribed in 8 178.3620(c). 

<4) Light petroleum hydrocarbons 
identified in paragraph (a) (4)(l) of this 
section: Provided, That the total resid¬ 
ual lubricant on the metallic article In 


provided that total residual lubricant 
remaining on the metallic article in the 
form in which it contacts food does not 
exceed 0.015 milligram per square inch 
of metallic food-contact surface: 

(li Substances Identified in para¬ 
graph (b) (1) and (2) of this section. 

(2> Substances identified in this sub¬ 
paragraph. 


the form in which it contacts food meets 
the ultraviolet absorbance limits pre¬ 
scribed in paragraph ta)(4)(ii) of this 
section as determined by the analytical 
method described in paragraph (a)(4) 
(ill) of this section. 


List nbstmers 

Acetal* eaten derived flora synthetic 
straight chain alcohol* (complying 
with | 172464 of this chapter; that 
have even nuratien of ratoon at win 
in (he rang* CVCit. 

7#rMJutyl alcohol... 

l>l(2-eihylbe*yl>pbtiialair.. 

Diethyl phtbatata...*,... 

Dnuera, trfmm, and/or their partial 
methyl ester*. suth dlmcn and trl- 
men are of uuMturuted C »• fatty acids 
dented from animal and vegetable 
IaU and oils and/or tall oil. ant! such 
partial methyl eaters meet the W- 
lowing specifications- Saponification 
value 1%?-1*3. acid value 75-ilft, and 
maximum iodine value IS. 

Dj-n-octyl sebacate.. 

EthyhnoduumnetctraskwUc acid, so¬ 
dium sab«. 

Isopropyl alcohol.. 

Isopropyl ___ 

Methyl estersof coconut otHatty acids.. 
Methyl esters of fatty acids (Cw-Cn) 
derived from animal and vegetable 
fats and oils. 

I*o)ybutroe, hydrogenated: complying 
with the identity ^prescribed under 
| 176 37401b). 

Polysibylm* glycol (400) monosteorate. 
Polytotatyltna (minimum molecular 
weight .TUO>. 

Polyvinyl alcohol......— 

Sodium nitrile... 


Synthetic alcohol mixture of vtrakht- 
nnd branched-chain akoltoia that 
hare even numbers of carton atom* 
In t lie range Ce-Cu and that are pre¬ 
pared from ethylene. aluminum, and 
hydrogen stub that the finished gyn- 
tbrtlc alcohol mixture contains not 
hrss than TA pet of straight-chain pri¬ 
mary alcohol* ami contains not let* 
than 65 pet total C* and Cy alcohol). 

gynlbctlr primary alcohol mlxliur of 
stratgiit' and Uancliedw-Uidn alcohols 
that contain at least W prt primary 
aJcohob consisting of the following: 
m i Lraa than TO pci normal alcohol*, 
not tas than9ft 5 pet I’u-Cu xtrofcoh; 
and not nuirc tha.1 2.5 pet alpha, 
omega C*-C* dloH. The alcohols 
ore prepared from Does olefins from 
a purified kx-ruseno fraction, carbon 
monoxide and hydrogen ashig a 
modified oxo process, such that the 
flnivNd primary alcohol mixture 

. meet* the following specification*: 
Modular wight. 207*4; hydroxyl 
number, 245-276. 

Synthetic primary alcohol mixture id 
rtmtght and iwonrhed chain alcohols 
that contain at Jr^st W pet prt- 
mary okobub rwiwKJnf of the follow- 
lug: not lea than 70 percent normal 
akxjhob; not lea than 1)9 |Vt Ou-C* 
alcohol*, not mere than 5 pet Cu-Ctj 
almltob; and not more than ?Jprt 
alpha, omega, Cis-Cw dinh. The 
alcr-hols arc prepared from linear ole- 
flit) from a purified trerosen* fraction, 
carbon moooxida and hydrogen using 
a modified oxo process, such that the 
finished primary akohol mixture 
meets the f c lieu mg spertfkaUooa: 


/.i« 


For use oidy at a level iwt to exceed 10 pet by weight of finished lubricant 
formulation. 


total residual sodium mint* on the metallic article In the form In whrfh 
it contact * food dr** no: exceed o.0U? milligram per •QQgrttncb of metalbr 
food-contact surface. 


For uxe at a level not to exceed 6 pet by weight of the finished lubricant 
formulation. 


For me only at a level not to #x<wed 6 pet by weight of the finished lubri¬ 
cant fummWujcM. 


Molecular weight IWoA hydroxyl 
number. 'jxy&C, 

Tallow, salfcinated...... 

Triethanohuniua.. 
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(i) Light petroleum hydrocarbons are 
derived by distillation from virgin pe¬ 
troleum stocks or are synthesized from 
petroleum gases. They are chiefly paraf¬ 
finic. isoparaffinlc, naphthenic, or aro¬ 
matic in nature, and meet the following 
specifications: 

(a) Initial boiling point Is 75* P mini¬ 
mum and final boiling point Is 550* F 
maximum, as determined by ASTM 
Method D-86. 

(b> Nonvolatile residue is 0.005 gram 
per 100 milliliters, maximum, as de¬ 
termined by ASTM Method D-381 when 
the final boiling point is 250‘ P or above 
and by ASTM Method D-1353 when the 
final boiling point is below 250° F. 

(c> Saybolt color 20 minimum as de¬ 
termined by ASTM Method D-156. 

<d) Aromatic component content shall 
not exceed 32 percent. 

(e) Conforms with ultraviolet absorb¬ 
ance limits prescribed In 8 178.3620(C) as 
determined by the analytical method de¬ 
scribed therein. 

<ii> Ultraviolet absorbance limits on 
residual lubricants are as follows: 

Maximum 
absorbance 
per 5 centi - 
mftrrg optical 

Wavelength path length 

280-289__ 0. 7 

290-299.6 

300-359 .4 

360-400 . .09 

(111) The analytical method for deter¬ 
mining ultraviolet absorbance limits on 

residual lubricants is as follows: 

General Instructions 

Because of the sensitivity of *the test, the 
possibility of errors arising from contamina¬ 
tion is great. It la of the greatest importance 
that all glassware be scrupulously cleaned to 
remove all organic matter such as oil. grease, 
detergent, residues, etc. Examine all glass¬ 
ware including stopper* and atopeoclcji. under 
ultraviolet light to detect any residual fluo¬ 
rescent contamination. A* a precautionary 
measure it la recommended practice to rinse 
all glassware with purified isooctane imme¬ 
diately before use. No grease Is to be used on 
stopcock* or Joint*. Great care to avoid con¬ 
tamination of oil samples in handling and 
to assure absence of any extraneous material 
artaing from Inadequate packaging is essen¬ 
tial. Because some of the polynuclear hydro¬ 
carbon* sought In tht* teal aro very sus¬ 
ceptible to photo-oxidation, the entire proce¬ 
dure U to be carried out under subdued 
light. 

Apparatus 

Separatory funnels. 250-mllUHter. 600-mll- 
UHier. 1.000-mill ill ter, and preferably 2.000- 
mUUUter capacity, equipped with tetnifluoro- 
ethylcn* polymer stopcock*. 

Evaporation flask {optional). 250-mUUUter 
or 5O0-mlUlllter capacity all-glass flask 
equipped with standard-taper stopper having 
Inlet and outlet tubes to permit passage of 
nitrogen across the surface of contained 
liquid to be evaporated. 

Spectrophotometric cells. Fused quartz 
cells, optical path length In the range of 
fl.000 centimeters ±0.005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length In the range 1.000 
centimeter ±0 005 centimeter. With distilled 
water In the cells, determine any absorbance 
differences. 

spectrophotometer. Special range 250 mil- 
Ucrons-400 millimicrons with spectral slit 


width of 2 millimicrons or less: under Instru¬ 
ment operating conditions for these absorb¬ 
ance measurements, the spectrophotometer 
shall also meet the following performance 
requirements: 

Absorbance repeatability. ^0.01 at 0.4 
absorbance. 

Absorbance accuracy, 1 ±0.05 at 0.4 
absorbance. 

Wavelength repeatability, ^0.2 millimi¬ 
cron. 

Wavelength accuracy. ±1.0 millimicron. 

Soxhlet apparatus. 60-mllllmeter diameter 
body tubes fitted with condenser and 500- 
mUUUter round-bottom boiling flask. A sup¬ 
ply of paper thimbles to fit Is required. 

Nitrogen cyUnder. Water-pumped or equiv¬ 
alent purity nitrogen In cylinder equipped 
with regulator and valve to control flow at 5 
p*Xg. 

Rxaccnts and Mate*ia 1.5 ' 

Organic solvents. All solvents used 
throughout the procedure shall meet the 
specification* and tests described In this 
specification. The lsooctane 1 2.2.4 -trim© thy 1- 
pentane) shall poos the following test: 

Place 180 milliliters of solvent In a 250- 
mUllllter Erlenmcyer flask, add 1 milliliter of 
purified n-hexadecane and evaporate on the 
steam bath under a stream of nitrogen (a 
loose aluminum foil Jacket around the flask 
will speed evaporation). Discontinue evapo¬ 
ration when not over 1 milliliter of residue 
remain*. 

Alternatively, the evaporation time can be 
reduced by using the optional evaporation 
flask. In this case the solvent and n-hexa- 
dec one ore placed In the flask on the steam 
bath, the tube assembly is Inserted, and a 
stream of nitrogen is fed through the Inlet 
tube while the outlet tube is connected to a 
solvent trap and vacuum line in such a way 
os to prevent any flow-back of condensate 
into the flask. 

Dissolve the 1 milliliter of hexadecane resi¬ 
due in lsooctane and make to 25 milliliter* 
volume. Determine the absorbance In the 5- 
cenUmeter path length cells compared to 
lsooctane an reference. The absorbance of the 
solution of tht solvent residue shall not ex¬ 
ceed 0.01 per centimeter path length between 
280 and 400 m*. Purify, if necessary, by pas¬ 
sage through a column of activated silica gel 
(Grade 12, Davison Chemical Co., Baltimore. 
Maryland, or equivalent) about 90 centi¬ 
meters In length and 5 centimeter* to 8 
centimeter* In diameter. 

n-Hexadecane. 99-pcreent olefin-free. Di¬ 
lute 1.0 milliliter of n-hexadecane to 25 mil¬ 
liliters with lsooctane and determine the 
absorbance in a ft-centimeter cell compared 
to lsooctane as reference point between 280 
m*-400 m*. The absorbance per centimeter 
path length shall not exceed 0.00 In this 
range Purify, if necessary, by percolation 
through activated silica gel or by distillation. 

Dimethyl sulfoxide. Spectrophotometric 
grade (Crown Zellerbach Corp, Coma*. Wash¬ 
ington, or equivalent). Absorbance <1-centi¬ 
meter cell, distilled water reference, aample 
completely saturated with nitrogen). 

dbjorbancc 

Wavelength: (maximum) 

261.5 _ l.oo 

270 .. .20 

275 . .09 

280 ....06 

300 ---*..015 


* As determined by procedure using potas¬ 
sium chromate for reference standard and 
described In National Bureau of Standards 
Circular 484. Spectrophotometry, U.8, De¬ 
partment of Commerce. 1949. The accuracy 
Is to be determined by comparison with the 
standard values at 290. 345, and 400 milli¬ 
microns. 


There shall be “no irregularities in the 
absorbance curve within these wavelengths. 

Phosphoric acid. 85 percent A.C.S. reagent 
grade. 

Sodium sulfate , anhydrous, A.C.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent used, estab¬ 
lish os follow* the necessary sodium sulfate 
prewaah to provide such Alters required In 
the method: Place approximately 35 grams 
of anhydrous sodium sulfate In a 30-milli¬ 
liter coarse, fritted-giass funnel or In a 65- 
mUUUter filter funnel with glass wool plug: 
wash with successive 15-mlUlliter portions 
of the Indicated solvent until a 15-mllllllter 
portion of the wash shows 0.00 absorbance 
per centimeter path length between 280 mu 
and 400 nu when tested os prescribed under 
• Organic solvent*/* Usually three portions of 
wash solvent are sufficient. 

Before proceeding with analysis of a sam¬ 
ple. determine the absorbance In a 6-centl- 
meter path cell between 250 millimicron* 
and 400 millimicrons for the reagent blank 
by carrying out the procedure, without a 
metal sample. The absorbance per centi¬ 
meter path length should not exceed 0.02 In 
the wavelength range from 280 m* to 400 m*. 

Place 300 milliliters of dimethyl sulfoxide 
In a 1-llter separatory funnel and add 75 mil¬ 
liliters of phosphoric acid. Mix the content* 
of the funnel and allow to stand for 10 min¬ 
utes. (The reaction between the sulfoxide 
and the acid 1* exothermic. Release pressure 
after mixing, then keep funnel stoppered.) 
Add 160 milliliter* of lsooctane and shake to 
preequlltbrate the sol vents. Draw off the In¬ 
dividual layers and store In glass-stoppered 
flasks.'' 

PlOCEDUXS 

Sample. Select metal foil or sheet stock 
for the test which hA* not been previously 
contaminated by careless handling or expo¬ 
sure to atmospheric dust and fumes. A com¬ 
mercial coll In the form supplied for spindle 
mounting In a packaging line or wrapping 
machine is most suitable. Strip off the out¬ 
side turn of me tat and discard. Carefully 
avoid contamination or damage from han¬ 
dling the metal (wear gloves). Remove a 16- 
18-foot length from the coll and place It on 
a flat surface protected by a length of new 
kraft paper. Cut four 16-foot strips from the 
sample, each 3 inches wide (avoid tearing the 
edges of the stripe). Using a piece of suitable 
glass rod, roll the strips of metal into loose 
colls and Insert each Into a Soxhlet thimble. 
Each turn of coll should be visibly separated 
from the adjacent turn. 

Extrocflon Fill each of the four Soxhlet 
tubes with purified lsooctane (see under 
heading "Reagent* and Materials," above) 
until siphon action occurs and then refill 
the tube body. Supply heat to the boiling 
flask and allow extraction to continue for at 
least 8 hours or until repeated weighings of 
the dried and cooled coll show no further 
weight loos. 

Combine the lsooctane extracts from the 
four Soxhlet unit* In a suitable beaker, rins¬ 
ing each tube and flask into the beaker with 
fresh purified solvent. Evaporate the solvent 
under an atmosphere of inert gas (nitrogen) 
to residual volume of 60-60 milliliters and 
transfer thbi solution to a 500-mllUllter 
separatory funnel containing 100 milliliters 
of preeq all lbrated sulfoxide-phosphoric add 
mixture. Complete the transfer of the sample 
with small portions of preequilibrated Iso- 
octane to give a total volume of the residue 
and solvent of 75 milliliter*. Shake the funnel 
vigorously for 2 minutes. Set up three 250- 
milliliter separatory funnels with each con¬ 
taining 30 milliliters of preeq ulH bra ted 
lsooctane. After separation of liquid phases, 
carefully draw off lower layer into the first 
250-mUUUter separatory funnel and wash In 
tandem with the 30-mtlUUter portion of lso- 
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octane contained In the 250-milliliter sepa¬ 
ratory funnels. Shaking time for each wa^h 
la 1 minute. Repeat the extraction operation 
with two additional portions of the sulfoxide- 
acid mixture and wash each extractive in 
tandem through the same three portions of 
lxooctane. 

Collect the successive extractives (300 mil¬ 
liliters total) in a separatory funnel (pref¬ 
erably 2-Uter) containing 480 milliliters of 
distilled water; mix, and allow to cool for a 
few minutes after the last extractive has 
been added Add 80 mUlllIters of Isooctane to 
the solution and extract by shaking the fun¬ 
nel vigorously far 2 minutes. Draw off the 
lower aqueous layer into a second separatory 
funnel (preferably 2-llter) and repeat the 
extraction with 80 mill inters of taooctar*. 
Draw off and discard the aqueous layer. Wash 
each of the 80-mllUllter extractives three 
times with 100-mil! 11 iter portions of distilled 
water. Shaking time for each wash Is 1 min¬ 
ute. Discard the aqueous layers. Filter the 
first extractive through anhydrous sodium 
sulfate pre-washed with lsooctane (see 
sodium sulfate under "Reagents and Mate¬ 
rials’* for preparation of filter) into a 250- 
mllltnter Erlemneycr fla*k (or optionally into 
the evaporation flask). Wonh the Amt sepa¬ 
ratory funnel with the second 80-mUlttuer 
lsooctane extractive and pass through the 
sodium sulfate. Then wash the second and 
first separatory funnels successively with a 
20-mllllUter portion of lsooctane and pass 
the solvent through the sodium sulfate into 
the flask. Add 1 milliliter of v-hexadecane 
and evaporate the lsooctane on the steam 
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bath under nitrogen Discontinue evapora¬ 
tion when not over I milliliter of residue re¬ 
mains. To the residue, add a iO-millillter 
portion of lsooctane. reevaporate to 1 mini- 
liter of bexAdecone. and repeat this operation 
once. 

Quantitatively transfer the residue with 
lsooctane to a 25-mlllimer volumetric flask, 
make to volume, and mix. Determine the 
absorbance of the solution in 6-ccnUmctar 
path length cells compared to lsooctane as 
reference between 280 tru-l 00 m 4 (take care 
to lose none of the solution in Ailing the 
sample cell). Correct the absorbance values 
for any abaorbance derived from reagents a» 
determined by carrying out the procedure 
without a metal sample. If the corrected ab¬ 
sorbance does not exceed the limits pre¬ 
scribed in this paragraph, the residue meets 
the ultraviolet absorbance specifications 

<b) The following substances may be 
used In surface lubricants used to facili¬ 
tate the drawing, sampling, or forming 
of metallic articles from rolled foil or 
sheet stock by further processing pro¬ 
vided that the total residual lubricant 
remaining on the metallic article in the 
form in which it contacts food does not 
exceed 0.2 milligram per square inch of 
food-contact surface: 

(1) Antioxidants used in compliance 
with regulations In Parts 170 through 
189 of this chapter. 

(2) Substances identified in this sub- 
paragraph. 


Litt of rutmveti 

Acct j 11 rt but > I fttnu.. 

Acetyl tritthyl . 

Butyl xtrurvtc.. 

Carter olL... 

Pfbutyt frtwete.. 

D!C*#Ui>l)M>i* Mrlitr...,,.. 

l)h?-ctlt)ll n\|) ?rl tical' . 

DiiKKlf<>) phthtkt» M .. 

DJmt th> if cly Fikunnr.. 

Plpr©p> kne r hr al. . 

lipatuimd sovtron oil. 

Fatty arid* drrivrd trrni uiatrai and 
vcfrtal )r feta otid oils, ond ttlu of 
futh acid*, ibqjlc or juiacd, w foltov* 
Aluminum 

MagMafMi 

Fotawlttm 

Sodium 

Zinc 

Fatty Ptrohok. rtfal*M-rh»hi with tvtn 
nutn !i»f cor l on ilcatf (Cm or tnatr i). 

Iiflui > I tUftnii'.. 

I.anoJin._.... 

Llnofclr and amide. 

MJnrfol oil. 

Mono-, UK ond tnstfaryl cilintr. 

Okie c#r(d nxrJdr... 

f ohrltic acid axr.ltlr_..... 

IVtroUtmn.. 

PolyrtliykfH* rhfcl anokculo/ wijht 
KOcrgrrotm. 

Stannous ftrmnM#... 

Stearic odd amide.... 

Mcafvfrtcamtc. 

Tii<lliylrn«* fiycel. 

Wax, petroleum.. 


Urn Met mu 


Con forming to Ibc identity proKrihcd in 1181» of ihia charier. 
Conjoining to lire identity prescribed in 1181.27 of tlife diaptcf. 


Conforming to the identity fwrjmbed In ft I7S.JC0 to) nr (b). 


Conforming to the identity nmrrtUd in ft 178.3700. 

Mono* and diethykne giycof content not to i a total of 0.2 pci. 


Dlethjlroe glymj content ix* to exceed O.t pet. 
Cotnphtng with f 178.8710, 


<c> The substances identified in para¬ 
graph (a) (2) of this section may be used 
in surface lubricants used to facilitate 
the drawing, stamping, and forming of 
metallic articles from rolled foil and 
sheet stock provided that total residual 
lubricant remaining on the metallic arti¬ 
cle In tlie form In which it contacts food 
does not exceed 0.015 milligram per 
square inch of food-contact surface. 

<d) Subject to any prescribed limita¬ 
tions, the quantity of surface lubricant 
used in the manufacture of metallic ar¬ 


ticles shall not exceed the least amount 
reasonably required to accomplish the 
intended technical effect and shall not 
be Intended to nor, in fact, accomplish 
any technical effect in the food itself. 

(e) The use of the surface lubricants 
in the manufacture of any article that 
is the subject of a regulation in Parts 
174. 175, 176, 177. 178 and 5 179 45 of this 
chapter must comply with any specifica¬ 
tions prescribed by such regulation for 
the finished form of the article. 

<f) Any substance that is listed in this 
section and the subject of a regulation 


in Parts 174. 175.176, 177, 178 and I 179 - 
45 of this chapter shall comply with any 
applicable specifications prescribed by 
such regulation. 

§ 178.3930 Tcrprn* renin a. 

The terpene resins identified in para¬ 
graph (a) of this section may be safely 
used os components of polypropylene 
film intended for use in contact with 
food, and the terpene resins identified In 
paragraph (b) of this section may be 
safely used as components of polyolefin 
film intended for use in contact with 
food; 

r 8> Terpene resins consisting of the 
hydrogenated polymers of terpene hy¬ 
drocarbons obtainable from sulfate tur¬ 
pentine and meeting the following 
specifications: Drop-softening point of 
llS’-ias* C; iodine value less than 20. 

(b> Terpene resins consisting of poly¬ 
mers of beta-plnene and meeting the 
following specifications: Acid value less 
than 1: saponification number less than 
1; color less than 4 on the Gardner 
scale as measured in 50 percent mineral 
spirits solution. 

§ 178.3910 Trtractliylcnc glycol di-(2- 
riliylhfxoatp), 

Tetraothylene glycol di-(2-ethylhex- 
oate) containing not more than 22 parts 
per million ethylene and/or diethylenc 
glycols may be used at a level not to 
exceed 0.7 percent by weight of twine as 
a finish on twine to be used for tying 
meat provided the twine fibers are pro¬ 
duced from nylon resins complying with 
l 177.1500 of this chapter. 

§ 178.3930 Tclraliyclrcfuran. 

Tetrahydrofuran may be safely used 
in the fabrication of articles intended for 
packaging, transporting, or storing foods, 
subject to the provisions of this section. 

(a) It Is used as a solvent In the cast¬ 
ing of film from a solution of polymeric 
resins of vinyl chloride, vinyl acetate, or 
vinylidene chloride that have been po¬ 
lymerized singly or copolymerized with 
one another in any combination, or it 
may be used as a solvent in the casting of 
film prepared from vinyl chloride co¬ 
polymers complying with $ 177.1980 of 
this chapter. 

(b) The residual amount of tetrnhy- 
drofuran in the film does not exceed 1.5 
percent by weight of film. 

§ 178.3970 I’llramarinr ltlur. 

Ultramarine blue may be safely used 
as a component of articles intended for 
use in producing, manufacturing, pack¬ 
ing. processing, preparing, treating, 
packaging, transporting, or holding food 
in accordance with the following pre¬ 
scribed conditions: 

<&> It is used as a colorant in the 
manufacture of the following articles: 

(1) Flexible, semirigid, and rigid plas¬ 
tic materials. 

(2) Textiles and textile fibers as pro¬ 
vided in 1 177.2800 of this chapter. 

(b) The quantity used shall not exceed 
the amount reasonably required to ac¬ 
complish the Intended effect. 
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PART 179—IRRADIATION IN THE PRO* 
DUCTION, PROCESSING AND HAN¬ 
DLING OF FOOD 

Subpart A —l Reserved] 

Subpart 0—Radiation and Radiation Source* 

Sec. 

179.2! Sources of nvdtatton used for Inspec¬ 
tion of food, for Inspection of pack¬ 
aged food, and for controlling food 
processing. 

179.22 Low-doee gamma radiation for the 
treatment of food. 

179 24 Low-dose electron beam radiation for 
the treatment of food. 

179.30 Radiofrcqucncy radiation for the 
healing of food. Including micro¬ 
wave frequencies. 

179.39 Ultraviolet radiation for the process¬ 
ing and treatment of food. 

Subpart C—Packaging Materials for Irradiatad 
Foods 

179 45 Packaging materials for use during 
the Irradiation of prepackaged 
foods. 

Authority : Sees. 409. 701, 52 Stat. 1035- 
1056 as amended. 72 Stat 1783-1786 as 
amended (21 U.S.C. 348, 371), unless other¬ 
wise noted. 

Subpart A—[Reserved] 

Subpart B—Radiation and Radiation 
Sources 

§ 179.21 Source* of radiation lifted for 
inspection of food, for inspection of 
packaged food, and for controlling 
food processing. 

Sources of radiation for the purposes 
of inspection of foods, for Inspection of 
packaged food, and for controlling food 
processing may be safely used under the 
following conditions: 

<a> The radiation source Is one of the 
following: 

(1) X-ray tubes producing X-radia¬ 
tion from operation of the tube source 
at energy levels of 300 kilovolt peak or 
lower. 

(2) Sealed units producing radiations 
at energy’ levels of not more than 2.2 
million electron volts from one of the 
following Isotopes: Americlum-241, ce¬ 
sium-137. cobalt-60. iodine-125, krypton- 
85. radium-226, and strontium-90. 

<b> To assure safe use of these radia¬ 
tion sources: 

(1) The label of the sources shall bear, 
in addition to the other information re¬ 
quired by the Act: 

(1) Appropriate and accurate infor¬ 
mation identifying the source of 
radiation. 

<U> The maximum energy of radia¬ 
tion emitted by X-ray tube sources. 

(2) The label or accompanying label¬ 
ing shall bear: 

H) Adequate directions Sot installa¬ 
tion and use. 

<ii> A statement that no food shall 
be exposed to a radiation source so as 
to receive an absorbed dose In excess of 
1000 rads. 

•> I <9.22 I.aw-cIom- gumma radiation for 
tlic trralnicnl of food. 

Gamma radiation for the treatment 
of certain foods may be safely used under 
the following conditions: 


(a) The radiation source consists of (b) The gamma radiation is used or 
sealed units containing the isotope co- intended for use in a single treatment 
bait-60 or cesium-137. as follows: 


Food for irradiation Limitation* Use 


Wheat....;....Absorbed doa*. 30.000 to 50,000fd-Control of insect Infrtlation. 

Wbrat flour from unirradialed wheat...do...... Tio, 

White potato**.... _ Absorbed doee: 5,000 to 15,000rd.. Inhibit sprout development. 


(c) To assure safe use. the label and 
labeling of the food shall bear. In addi¬ 
tion to the other Information required 
by the act, the following statements: 

(1) "Treated with ionizing radiation" 
or "Treated with gamma radiation" on 
retail packages. 

(2) "Treated with ionizing radia¬ 
tion—do not irradiate again" or "Treated 
with gamma radiation—do not Irradiate 
again" on wholesale packages and on in¬ 
voices or bills of lading of bulk shipments. 


§ 179.21 law-<li>sc electron beam radi¬ 
ation for the treatment of food. 

Electron beam radiation for the treat¬ 
ment of food may be safely used under 
the following conditions: 

(a) The radiation source consists of 
an electron accelerator producing a beam 
of electrons at energy levels not to ex¬ 
ceed 5 million electron volts. 

<b> The electron beam radiation 1 j 
used or intended for use in a single treat¬ 
ment as follows: 


Food for radiation 


Limitation 


Use 


Wheat.. A boor bed doee 20,000 to 50,000 rad*. Maximum thtckomof Control 

food under irradiation- 0.4 ctn/Mev of electron roercy latioa. 
under tingle beam irradiation or 1.4 rrruMev of electron 
eneray with croosAring beam*. Maximum flow: 10 ton* 
per hour per kilowatt under »ui*to beam irradiation, or 
U ton* per hour per kilowatt with crossfUtng beam*. 

Wheat flour from DXxlrradl-_do.—_______ Do. 

ated wheat. 


of insect infos 


(c) In the case of electron beam 
radiation used for treatment of food, a 
permanent record of the radiation in¬ 
tensity and power used in the processing 
shall be made with recorders coupled to 
the electron accelerator, and the records 
shall be retained for Food and Drug 
Administration inspection for a period 
of 1 year. Such records shall provide 
information identifying completely the 
food that has been subjected to the 
radiation recorded thereon. 

(d> To assure safe use. the label and 
labeling of the food shall bear. In addi¬ 
tion to the other information required 
by the act. the following statements: 

(1) "Treated with ionizing radiation" 
or "Treated with electron radiation" on 
retail packages. 

<2> "Treated with ionizing radia¬ 
tion—do not irradiate again" or ‘Treated 
with electron radiation—do not irradiate 
again" on wholesale packages and on In¬ 
voices or bills of lading of bulk ship¬ 
ments. 


g 179.30 Radiofrequrnry radiation for 
the beating of food, including micro- 
wave frequencies. 

Radiofrequency radiation, including 
microwave frequencies, may be safely 
used for heating food under the fol¬ 
lowing conditions: 

(a) The radiation source consists of 
electronic equipment producing radio 
waves with specific frequencies for this 
purpose authorized by the Federal Com¬ 
munications Commission. 

(b) The radiation is used or intended 
for use in the production of heat in food 
wherever heat is necessary and effective 
In the treatment or processing of food. 

g 179.39 Ultra violet radiation for the 
processing and treatment of food. 

Ultraviolet radiation for the processing 
and treatment of food may be safely 
Used under the following conditions: 

(a) The radiation sources consist of 
ultraviolet emission tubes designed to 
emit wavelengths within the range of 
2200-3090 Angstrom units with 90 per¬ 
cent of the emission being the wave¬ 
length 2537 Angstrom units. 

<b> The ultraviolet radiation is used 
or intended for use as follows: 


Irradiated food 


Limitations 


Um 


Food and food products... Irradiated with 2.200 to 3.0U0 A embelong, without orone 
production: high Utrtnirnt food irradiated In vatu urn 
or In an mm atmosphere, inteustty of radiation, 1 W 
(of 7J5B A radiation) par 5 to 10 ft*. 

Potable water...Irradiated with 2 J 200 to 5,0(10 A emiatwns, without or one 

production: confident of absorption, 0.V> prr cm. or lc«s: 
flow rate. 100 gal/h per watt of If.537 A radlaiion: water 
depth, 1 cm or lew; lamp-operatme temperature, 38“ to 


Surface 

control. 


microorganism 


Slrritl ration of wat*r used 
In food production. 
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Subpart C—Packaging Materials for 
Irradiated Foods 

g 179.15 Packaging tnalrriaU for u*c 
during the irradiation of prepark- 
aged fowl*. 

The packaging materials Identified in 
this section may be safely subjected to 
irradiation incidental to the radiation 
treatment and processing of prepackaged 
foods, subject to the provisions of this 
section and to the requirement that no 
induced radioactivity Is detectable in the 
packaging material Itself: 

(a) The radiation of the food itself 
shall comply with regulations in this 
part. 

(b) The following packaging mate¬ 
rials may be subjected to a dose of radia¬ 
tion. not to exceed 1 megarad. unless 
otherwise indicated. Incidental to the use 
of gamma radiation in the radiation 
treatment of prepackaged foods: 

(1) Nitrocellulose-coated or vinyli- 
dene chloride copolymer-coated cello¬ 
phane complying with 5 177.1200 of this 
chapter. 

<2> Olassine paper complying with 
5 176.170 of this chapter. 

(3) Wax-coated paperboard comply¬ 
ing with $ 176.170 of this chapter. 

(4) Polyolefin film prepared from one 
or more of the basic olefin polymers com¬ 
plying with I 177.1520 of this chapter. 
The finished film may contain: 

(I) Adjuvant substances used in com¬ 
pliance with 5 5 178.3740 and 181.22 
through 181.30 of this chapter, sodium 
citrate, sodium lauryl sulfate, polyvinyl 
chloride, and materials as listed in para¬ 
graph (c> (2) fl> of this section. 

(II) Coatings comprising a vinylldene 
chloride copolymer containing a mini¬ 
mum of 85 percent vinylldene chloride 
with one or more of the following 
comonomers: Acrylic acid, acrylonitrile, 
ltaconlc acid, methyl acrylate, and 
methyl methacrylate. 

(5) Kraft paper prepared from un¬ 
bleached sulfate pulp to which rosin, 
complying with 5 178.3870 of this chap¬ 
ter, and alum may be added The kraft 
paper Is used only as a container for flour 
and is irradiated with a dose not exceed¬ 
ing 50,000 rads. 

<6> Polyethylene terephthalate film 
prepared from the basic polymer as 
described in 5 177.1630<d> (4) (!) of this 
chapter. The finished film may contain: 

(I) Adjuvant substances used in com¬ 
pliance with | f 178.3740 and 181.22 
through 181.30 of this chapter, sodium 
citrate, sodium lauryl sulfate, polyvinyl 
chloride, and materials as listed in para¬ 
graph (c)(2)*1) of this section. 

(II) Coatings comprising a vinyhdene 
chloride copolymer containing a mini¬ 
mum of 85 percent vinylldene chloride 
with one or more of the following 
comonomers: Acrylic acid, acrylonitrile, 
ltaconlc acid, methyl acrylate, and 
methyl methacrylate. 

(ill) Coatings consisting of polyethyl¬ 
ene comforming to 5 177.1520 of this 
chapter. 

(7> Polystyrene film prepared from 
styrene basic polymer. The finished film 
may contain adjuvant substances used 


in compliance with 55 178 3740 and 181.- 
22 through 181.30 of this chapter. 

<8» Rubber hydrochloride film pre¬ 
pared from rubber hydrochloride basic 
polymer having a chlorine content of 
30-32 weight percent and having a maxi¬ 
mum extractable fraction of 2 weight 
percent when extracted with n -hexane 
at reflux temperature for 2 hours. The 
finished film may contain adjuvant sub¬ 
stances used in compliance with 55 178.- 
3740 and 181.22 through 181.30 of this 
chapter. 

(9) Vinylldene chloride-vinyl chloride 
copolymer film prepared from vinylldene 
chloride-vinyl chloride basic copolymers 
containing not less than 70 weight per¬ 
cent of vinylldene chloride and having 
a viscosity of 0.50-1.50 centipoises as 
determined by ASTM method D 729-57. 
The finished film may contain adjuvant 
substances used in compliance with 


<il> Polyethylene terephthalate film 
prepared from the basic polymer as de¬ 
scribed in 5 177.1630(d)(4) (1) of this 
chapter. The finished film may contain 
one or more of the added substances list¬ 
ed in subdivision (i) of this subpara¬ 
graph. 

(Ui) Nylon 6 films prepared from the 
nylon 6 basic polymer as described in 
5 177.1500(a)(6) of this chapter and 
meeting the specifications of item 6.1 of 
the table in 5 177.1500(b) of this chap¬ 
ter. The finished film may contain one 
or more of the added substances listed 
in paragraph (c) (2) (i) of this section. 

(iv) Vinyl chloride-vinyl acetate co¬ 
polymer film prepared from the basic co¬ 
polymer containing 88 5 to 90.0 weight 
percent of vinyl chloride with 10.0 to 11.5 
weight percent of vinyl acetate and hav¬ 
ing a maximum volatility of not over 3.0 
percent (1 hour at 105* C» and viscos¬ 
ity not less than 0.30 determined by 
ASTM D-1243-60. Method A The fin¬ 
ished film may contain one or more of 
the added substances listed in paragraph 

(c) *2* (1) of this section. 

<d> Acrylonitrile copolymers identi¬ 
fied in this section shall comply with the 
provisions of 5 180.22 of this chapter. 


PART 180—FOOD ADDITIVES PERMITTED 
IN FOOD ON AN INTERIM BASIS OR IN 
CONTACT WITH FOOD PENDING ADDI¬ 
TIONAL STUDY 

Subpart A—Central Provisions 

Sec. 

180.1 General. 


55 178.3740 and 181.22 through 181.30 of 
this chapter. 

(10) Nylon 11 conforming to 
5 177.1500 of this chapter. 

<c) The following packaging materi¬ 
als may be subjected to a dose of radia¬ 
tion. not to exceed 6 mega rads incidental 
to the use of gamma or X-radlation in 
the radiation processing of prepackaged 
foods: 

(1> Vegetable parchments, consisting 
of a cellulose material made from water- 
leaf paper (unsized) treated with con¬ 
centrated sulfuric acid, neutralized, and 
thoroughly washed with distilled water. 

(2) Films prepared from basic poly¬ 
mers and with or without adjuvants, as 
follows: 

(l) Polyethylene film prepared from 
the basic polymer as described in 
5 177.1520(a) of this chapter. The fin¬ 
ished film may contain one of more of 
the following added substances: 


Subpart O—Specific Requirement* foe Certain 
Food Additive* 

Sec. 

180 22 Acrylonitrile copolymers. 

180 25 Mannitol. 

180 30 Bromlnated vegetable oil. 

18037 Saccharin, ammonium saccharin. 

calcium saccharin, and sodium 
saccharin. 

AurnoaiTY: 8ecs 409. 70!, 52 Slat. 1055- 
1058 as amended, 72 8tat 1785-1788 as 
amended <21 U.8C. 348. 371), unless other¬ 
wise noted. 

Subpart A—General Provisions 
§ 180.1 General. 

(a> Substances having a history of 
use in food for human consumption or 
in food contact surfaces may at any time 
have their safety or functionality 
brought into question by new Informa¬ 
tion that in Itself is not conclusive. An 
interim food additive regulation for the 
use of any such substance may be 
promulgated in this subpart when new 
information raises a substantial question 
about the saTEty or functionality of the 
substance but there is a reasonable cer¬ 
tainty that the substance is not harmful 
and that no harm to the public health 
will result from the continued use of the 
substance for a limited period of time 
while the question raised is being re¬ 
solved by further study. 

(b) No Interim food addittve regula¬ 
tion may be promulgated if the new in¬ 
formation is conclusive with respect to 
the question raised or if there Is a rea¬ 
sonable likelihood that the substance is 
harmful or that continued use of the 


LlmUtthm 

Amble* of crude, Unoicic, ©We, palm- Not to exceed | pet by sretcht of th* polymer. 

Iti#, and »te*r1e arid. 

BI1A ua described In | 172 IIP of tbit Do. 
chapter. 

BIIT a* deaeribed in | 173.in of this Do. 
chapter. 

Calcium and sodium propionate*.... _ Do. 

Petroleum wax M defter i!*d in 1178*3710 Do. 
of Hits r haptc-r. 

PoJypropykn*, nonery*t«nii»e, a* do- Not to exceed 2 pet by wetfht of five polymer, 
scribed In § l77.13JXc> of this chapter. 

Stearate* of aluminum, calcium. ma«* Not to exceed 1 put by weight of the polymer, 
neaium. poinwlym. and tedium as 
described In | 172A03U) of itus chap¬ 
ter. 

Tnethylm* glycol ns described In Do. 

117b 27M t>) ofthlt chapter. 

Mineral nil as described |p | I7SJJS30 (a) Do. 
or (b) of this chapter. 
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substance will result In harm to the pub¬ 
lic health. 

(c> The Commissioner, on his own Ini¬ 
tiative or on the petition of any inter¬ 
ested person, pursuant to Part 2 of this 
chapter, may propose an interim food 
additive regulation A final order promul¬ 
gating an interim food additive regula¬ 
tion shall provide that continued use of 
the substance in food is subject to each 
of the following conditions: 

(1) Use of the substance in food or 
food contact surfaces must comply with 
whatever limitations the Commissioner 
deems to be appropriate under the 
circumstances. 

<2) Within $0 days following the effec¬ 
tive date of the regulation, an interested 
Iverson shall satisfy the Commissioner 
in writing that studies adequate and ap¬ 
propriate to resolve the questions raised 
about the substance have been under¬ 
taken, or the Food and Drug Adminis¬ 
tration may undertake the studies. The 
Commissioner may extend this 60-day 
period If necessary to review and act on 
proposed protocols. If no such commit¬ 
ment is made, or adequate and appro¬ 
priate studies are not undertaken, an 
order shall immediately be published in 
the Federal Recister revoking the In¬ 
terim food additive regulation effective 
upon publication. 

(3) A progress report shall be filed on 
the studies every January 1 and July 1 
until completion. If the progress report 
is inadequate or if the Commissioner 
concludes that the studies are not being 
pursued promptly and diligently or if 
interim results indicate a reasonable 
likelihood that a health hazard exists, 
an order will promptly be published in 
the Federal Register revoking the in¬ 
terim food additive regulation effective 
upon publication. 

id) Promptly upon completion of the 
studies undertaken on the substance, the 
Commissioner will review all available 
data, will terminate the interim food ad¬ 
ditive regulation, and will either issue a 
food additive regulation or wUl require 
elimination of the substance from the 
food supply. 

<e> The Commissioner may consult 
with advisory committees, professional 
organizations, or other experts In the 
field, in evaluating: 

<1> Whether an Interim food additive 
regulation Is justified, 

« 2) The type of studies necessary and 
appropriate to resolve questions raised 
about a substance, 

*3i Whether interim results indicate 
the reasonable likelihood that a health 
hazard exists, or 

<4) Whether the data available at 
the conclusion of those studies Justify a 
food additive regulation. 

Subpart B—Specific Requirements for 
Certain Food Additives 

$ ISll.22 Acrylonitrile copolj n»cr». 

Acrylonitrile copolymers may be safely 
used on an Interim basis as articles or 
components of articles Intended for use 
in contact with food. In accordance with 
the following prescribed conditions: 
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(a) Limitations for acrylonitrile mon¬ 
omer extraction for finished food-contact 
articles, determined by using methods of 
analysis available upon request from the 
Food and Drug Administration, Bureau 
of Foods, Division of Food and Color 
Additives, 200 C St 8W.. Washington. 
DC 20204, are as follows: 

Cl) In the case of single-use articles 
having a volume to surface ratio of 10 
milliliters or more per square Inch of 
food contact surface—0.003 milligram/ 
square Inch when extracted to equi¬ 
librium at 120* F with food-simulating 
solvents appropriate to the Intended con¬ 
ditions of use. 

(2) In the case of single-use articles 
having a volume to surface ratio of less 
than 10 milliliters per square inch of 
food contact surface—0.3 part per mil¬ 
lion calculated on the basis of the volume 
of the container when extracted to equi¬ 
librium at 120* F with food-simulating 
solvents appropriate to the Intended 
conditions of use. 

(3) In the case of repeated-use arti¬ 
cles—0.003 milligram/square inch when 
extracted at a time equivalent to Initial 
batch usage utilizing food-simulating 
solvents and temperatures appropriate 
to the Intended conditions of use. 

The food-simulating solvents shall in¬ 
clude, where applicable, distilled water, 
8 percent or 50 percent ethanol. 3 per¬ 
cent acetic acid, and either n-heptane 
or an appropriate oil or fat 

<b> Where necessary, current regula¬ 
tions permitting the use or acrylonitrile 
copolymers shall be revised to specify 
limitations on acrylonitrile/mercaptan 
complexes utilized in the production of 
acrylonitrile copolymers. Such copoly¬ 
mers. if they contain reversible aciylo- 
nitriie/mercaptan complexes and are 
used in other than repeated-use condi¬ 
tions, shall be tested to determine the 
identity of the complex and the level of 
the complex present in the food-contact 
article. Such testing shall include deter¬ 
mination of the rate of decomposition of 
the complex at temperatures of 100* F. 
160* F. and 212* F using 3 percent acetic 
acid as the hydrolic agent. Acrylonitrile 
monomer levels, acrylonitrile /mercaptan 
complex levels, acrylonitrile oligomer 
levels, descriptions of the analytical 
methods used to determine the complex 
and the acrylonitrile migration, and vali¬ 
dation studies of these analytical meth¬ 
ods shall be submitted by June D. 1977, to 
the Food and Drug Administration. Bu¬ 
reau of Foods, Division of Food and 
Color Additives, 200 C St. SW.. Washing¬ 
ton, D.C. 20204, unless an extension Is 
granted by the Food and Drug Adminis¬ 
tration for good cause shown. Analytical 
methods for the determination of acrylo¬ 
nitrile complexes with H-dodecylmcrcap- 
tan. a-octyl mercaptan, and 2-mercapto- 
ethanol are available upon request from 
the Division of Food and Color Additives. 

fc) The following data shall be pro¬ 
vided for finished food-contact articles 
intended for repeated use: 

(1) Qualitative and quantitative mi¬ 
gration values at a time equivalent to 
Initial batch usage, utilizing solvents and 
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temperatures appropriate to the intended 
conditions of use. 

<2> Qualitative and quantitative mi¬ 
gration values at the time of equilibrium 
extractions, utilizing solvents and tem¬ 
peratures appropriate to the intended 
conditions of use. 

<3> Data on the volume and/or weight 
of food handled during the initial batch 
time period(s). during the equilibrium 
test period, and over the estimated life 
of the food-contact surface. 

(d) Where acrylonitrile copolymers 
represent only a minor component of a 
polymer system, calculations based on 
100 percent migration of the acryloni¬ 
trile component may be submitted in lieu 
of the requirements of paragraphs (a), 
(b), and <c> of this section in support 
of the continued safe use of acrylonitrile 
copolymers. 

<e> On or before September 13. 1976. 
any interested person shall satisfy the 
Commissioner of Food and Drugs that 
toxicological feeding studies adequate 
and appropriate to establish safe con¬ 
ditions for the use of acrylonitrile co¬ 
polymers have been, or soon will be, un¬ 
dertaken. Toxicity studies of acryloni¬ 
trile monomer shall include (1) lifetime 
feeding studies with a mammalian spe¬ 
cies, preferably with animals exposed In 
utero to the chemical, (2> studies or 
millUgeneraUon reproduction with oral 
administration of the test material, (3) 
assessment of teratogenic and mutagenic 
potentials. *4) subchronic oral adminis¬ 
tration in a nonrodent mammal, (5) 
tests to determine any synergistic toxic 
effects between acrylonitrile monomer 
and cyanide ion. and (6) a literature 
search on the effects of chronic Ingestion 
of hydrogen cyanide. Data on levels of 
acrylamide extractable from acryloni¬ 
trile copolymers shall also be submitted. 
Protocols of testing should be submitted 
for review to the Food and Drug Admin¬ 
istration. Bureau of Foods. Division of 
Food and Color Additives <HFF-330>. 
200 C St. SW.. Washington. D.C. 20204. 

<f> Acrylonitrile copolymers may be 
used hi contact with food only If author¬ 
ized In Parts 174 through 179 or 5 181.32 
of this chapter except that other uses 
of acrylonitrile copolymers in use prior 
to June 14.1976. may continue under the 
following conditions: 

<1> On or before August 13. 1976. each 
use of acrylonitrile copolymers in a man¬ 
ner not authorized by * 181.32 of this 
chapter or Parts 174 through 179 of this 
chapter shall be the subject of a notice 
to the Food and Drug Administration. 
Bureau of Foods. Division of Pood and 
Color Additives (HFF-330*. 200 C St 
SW., Washington. DC 20204. Such notice 
shall be accompanied by a statement of 
the basis, including any articles and cor¬ 
respondence. on which the user in good 
faith believed the use to be prior-sane- 
tioned The Commissioner of Food and 
Drugs shall, by notice In the Federal 
Register, identify any use of acrylon¬ 
itrile copolymers not in accordance with 
this paragraph. Those uses are there¬ 
after unapproved food additives and 
consequently unlawful. 
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<2> Any use of acrylonitrile copolymers 
subject to paragraph (f)(1) of this sec¬ 
tion shall be the subject of a petition 
submitted on or before December 13. 
1976. to accordance with f 171.1 of this 
chapter, unless an extension of time Is 
granted by the Food and Drug Adminis¬ 
tration for good cause shown. Any ap¬ 
plication for extension shall be by peti¬ 
tion submitted in accordance with the 
requirements of Part 2 of this chapter. 
If a petition Is denied. In whole or in part, 
those uses subject to the denial are 
thereafter unapproved food additives 
and consequently unlawful. 

<3> Any use of acrylonitrile copoly¬ 
mers subject to paragraph <f) <1> of this 
section shall meet the acrylonitrile mon¬ 
omer extraction limitation set. forth in 
paragraph <a) of this section and shall 
be subject to the requirements of para¬ 
graph <b) of this section. 

(g) In addition to the requirements of 
this section, the use of acrylonitrile co¬ 
polymers shall comply with all appli¬ 
cable requirements In other regulations 
in this part. 

§ 180.25 Mannitol. 

(a) Mannitol Is the chemical I.2.3.4.5. 
6,-hcxonehcxol (CJIuO*) a hexahydric 
alcohol, differing from sorbitol princi¬ 
pally by having a different optical rota¬ 
tion, Mannitol is produced by the elec¬ 
trolytic reduction, or the transition metal 
catalytic hydrogenation, of sugar solu¬ 
tions containing glucose or fructose. 

<b> The Ingredient meets the speci¬ 
fications of the Food Chemicals Codex. 
2d Ed. <1972). n 

<c> The ingredient is used as an anti¬ 
caking agent and free-flow agent as 
defined in 9 170.3(o)<l> of this chapter, 
formulation aid as defined in 9 170.3 <o) 
(14) of this chapter, firming agent as 
defined in 9 170.3(o)(10) of this chapter, 
flavoring agent and adjuvant as defined 
in § 170.3(0X12) of this chapter, lubri¬ 
cant and release agent as defined in 
9 170.3<o)(18) of tills chapter, nutritive 
sweetener as defined in 1170.3<o> (21) of 
this chapter, processing aid as defined 
in 9 170.3(o)<24) of this chapter, sta¬ 
bilizer and thickener as defined in 9 170.- 
3(o) (28) of this chapter, surface-finish¬ 
ing agent as defined in 5 170.3 (o) (30) 
of this chapter, and texturizer as defined 
in 9 170.3(0) (32) of this chapter. 

<d> The ingredient is used in food at 
levels not to exceed 98 percent in pressed 
mints and 5 percent in all other hard 
candy and cough drops as defined in 
9 170.3<n) (25) of this chapter. 31 per¬ 
cent in chewing gum as defined in 9 170.- 
3<n)<6) of this chapter. 40 percent in 
soft candy as defined in 9 170.3m»<38> 
of this chapter, 8 percent in confections 
and frostings as defined in 9170.3(D) <9) 
of this chapter, 15 percent in nomtand- 
ardizod jams and Jellies, commercial, as 
defined in 9 170.3(n) (28> of this chapter, 
and at levels less than 2.5 percent In oil 
other foods. 


11 Copies may be obtained from: Tbe Na¬ 
tional Academy of Sciences, 2101 Constitu¬ 
tion Ave. NW-, Washington, DC. 30037. 


(e> The label and labeling of food 
whose reasonably foreseeable consump¬ 
tion may result in a daily ingestion of 20 
grams of mannitol shall bear the state¬ 
ment ' Excess consumption may have a 
laxative effect”. 

(f) In accordance with I 180.1, ade¬ 
quate and appropriate feeding studies 
have been undertaken for this substance. 
Continued uses of this ingredient are 
contingent upon timely and adequate 
progress reports of such tests, and no 
indication of increased risk to public 
health during the test period. 

(g) Prior sanctions for this ingredi¬ 
ent different from the uses established in 
this regulation do not exist or have been 
waived. 

§ 180.30 Ifrmiiitintctl trgrtiiblc oil. 

The food additive brominated vege¬ 
table oil may be safely used in accord¬ 
ance with the following prescribed 
conditions: 

(a) The additive complies with speci¬ 
fications prescribed in Food Chemicals 
Codex, First Edition, except that free 
fatty acids (as oleic) shall not exceed 2.5 
percent and iodine value shall not exceed 
16. 

(b) The additive is used on an interim 
basis as a stabilizer for flavoring oils used 
in fruit-flavored beverages, for which 
any applicable standards of Identity do 
not preclude such use, in an amount not 
to exceed 15 parts per million in the 
finished beverage, pending the outcome 
of additional toxicological studies on 
which periodic reports at 6-month inter¬ 
vals are to be furnished and final results 
submitted to the Food and Drug Admin¬ 
istration promptly after completion of 
the studies. 

^ J80.37 Sacrliarin, nnirtioniuni Mirelia* 
rin, calcium Micfliiirin, and mmImiih 
saccbarin. 

The food additives saccharin, am¬ 
monium saccharin, calcium saccharin, 
and sodium saccharin may be safely used 
as sweetening agents in food in accord¬ 
ance with the following conditions, if the 
substitution for nutritive sweeteners is 
for a valid special dietary purpose and 
is in accord with current special dietary 
food regulations and policies or if the 
use or intended use is for an authorized 
technological purpose other than calorie 
reduction: 

(a) Saccharin is the chemical. 1.2- 
benzisot hiazolln- 3-one-1,1 -dioxlde (OH* 
NCXS>. The named salts of succharin are 
produced by the additional neutralization 
of saccharin with the proper base to yield 
tile desired salt. 

<b> The food additives meet the spec¬ 
ifications of the "Food Chemicals 
Codex.” 

<c) Authority for such use shall expire 
when the Commissioner receives the 
final reports on the ongoing studies in 
Canada and publishes an order on the 
safety of saccharin and its salts based on 
those reports and other available data. 

(d) The additives are used or Intended 
for use as a sweetening agent only in 
special dietary foods, as follows: 


(1) In beverages, fruit Juice drinb>. 
and bases or mixes when prepared for 
consumption in accordance with direr - 
tions, in amounts not to exceed 12 milli¬ 
grams of the additive, calculated as sac* 
charln, per fluid ounce. 

(2) As a sugar substitute for cookiiv: 
or table use, in amounts not to excetri 
20 milligrams of the additive, calculated 
as saccharin, for each expressed tea- 
spoonful of sugar sweetening equiva¬ 
lency. 

<3> In processed foods, in amounts no; 
to exceed 30 milligrams of the additive, 
calculated as saccharin, per serving of 
designated size. 

<e> The additives are used or intended 
for use only for the following technologi¬ 
cal purposes: 

(1) To reduce bulk and enhance 
flavors in chewable vitamin tablets, 
chewable mineral tablets, or combina¬ 
tions thereof. 

(2) To retain flavor and physical 
properties of chewing gum. 

(3) To enhance flavor of flavor chips 
used in nonstandardlzed bakery prod¬ 
ucts. 

(f > To assure safe use of the additive*, 
in addition to the other information re¬ 
quired by the act: 

(1) The label of the additive and any 
intermediate mixes of the additive for 
manufacturing purposes shall bear: 

(U The name of the additive. 

(ii) A statement of the concentration 
of the additive, expressed os saccharin, in 
any intermediate mix. 

(iii) . Adequate directions for use to 
provide a final food product that com¬ 
plies with the limitations prescribed in 
paragraphs <d> and <e> of this section 

(2) The label of any finished food 
product containing the additive shall 
bear: 

(|> The name of the additive. 

<ii) The amount of the additive, cal¬ 
culated as saccharin, as follows: 

(a) For beverages, in milligrams per 
fluid ounce: 

(b) For cooking or table use prod¬ 
ucts, in milligrams per dispensing unit: 

<c> For processed foods, in terms <>f 
the weight or size of a serving which 
shall be that quantity of the food con¬ 
taining 30 milligrams or less of the addi¬ 
tive. 

(iii) When the additive is used for cal¬ 
oric reduction, such other labeling ns is 
required by Part 105 or 9 100.130 of thi* 
chapter. 


PART 181 —PRIOR SANCTIONED FOOD 
INGREDIENTS 

Sobpjrt A—General Provisions 

Sec 

181.1 General. 

181.5 Prior aancilons. 

Sub pari ■—Specific Prior-Sanctioned Food 

Ingredients 

181.23 Certain sub*lance* employed in the 
manufacture of food-pack 
material!. 

181 -33 AntlmycoUca. 

18134 Antioxidant*. 

181.25 Driers. 
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181 26 Drying oils as component* of finished 

renin*. 

19127 Plasticizer*. 

1 HI 28 Release iftnU. 

19129 StabUUwrs. 

181,30 Substances used in the manufacture 
of paper and paperboard product* 
used In food packaging. 

181 32 Acrylonitrile polymers and resins. 

Autikmutt: Secs. 400. 701. 52 Stats 1055- 
1050 as amended. 72 Stat. 1785-1780 as 
ivniended (21 UB C. 348. 371), uniese other¬ 
wise noted. 

Subpart A—General Provisions 
§ 181.1 General. 

(a) An Ingredient whose use in food or 
food packaging is subject to a prior sanc¬ 
tion or approval within the meaning of 
section 201(s) (4) of the act is exempt 
from classification os a food additive. 
The Commissioner will publish in this 
part all known prior sanctions. Any in* 
teres ted person may submit to the Com¬ 
missioner a request for publication of a 
prior sanction, supported by evidence to 
show that it falls within section 201 <s> 
(4> of the act 

(b) Based upon scientific data or in¬ 
formation that shows that use of a prlor- 
sancHoned food ingredient may be in¬ 
jurious to health, and thus in violation 
of section 402 of the act the Commis¬ 
sioner will establish or amend an appli¬ 
cable prior sanction regulation to impose 
whatever limitations or conditions are 
necessary for the safe use of the ingredi¬ 
ent or to prohibit use of the ingredient. 

< Sees. 201(a), 409, 701(a). 52 Stat 1055 and 
72 Btat. 1784-1788. 05 amended (21 USC 
331 (a). 348,371(a)).) 

§181.3 Prior •auction*. 

(a) A prior sanction shall exist only 
for a specific use(s) of a substance In 
food. i.e„ the level(s). condition^), prod¬ 
uct rs) . etc., for which there was ex¬ 
plicit approval by the Food and Drug 
Administration or the United States De¬ 
partment of Agriculture prior to Sep¬ 
tember 6. 1058. 

(b) The existence of a prior sanction 
exempts the sanctioned use(s) from the 
food additive provisions of the act but 
not from the other adulteration or the 
misbranding provisions of the act. 

(c) All known prior sanctions shall be 
the subject of a regulation published in 
this part. Any such regulation is subject 
to amendment to impose whatever limi¬ 
tation (s) or condition (s) may be neces¬ 
sary for the safe use of the ingredient, or 
revocation to prohibit use of the ingre¬ 
dient, in order to prevent the adultera¬ 
tion of food in violation of section 402 
ot the act. 

*d> In proposing, after a general eval¬ 
uation of use of an ingredient, regula¬ 
tions affirming the GRAS status of sub¬ 
stances added directly to human food in 
Part 184 of this chapter or substances in 
food-contact surfaces in Part 186 of this 
chapter, or establishing a food additive 
regulation for substances added directly 
to human food in Parts 172 and 173 of 
this chapter or food additives in food- 
contact surfaces in Parts 174. 175, 176, 
177, 178 and ft 178.45 of this chapter, the 
Commissioner shall, if he Is aware of 
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any prior sanction for use of the ingre¬ 
dient under conditions different from 
those proposed In the regulation, concur¬ 
rently propose a separate regulation cov¬ 
ering such use of the ingredient under 
this part. If the Commissioner Is una¬ 
ware of any such applicable prior sanc¬ 
tion, the proposed regulation will so state 
and will require any person who intends 
to assert or rely on such sanction to sub¬ 
mit proof of its existence. Any food addi¬ 
tive or GRAS regulation promulgated 
after a general evaluation of use of on 
ingredient constitutes a determination 
that excluded uses would result In adul¬ 
teration of the food in violation of sec¬ 
tion 402 of the act, and the failure of 
any person to come forward with proof 
of such an applicable prior sanction In 
response to a proposal will constitute a 
waiver of the right to assert or rely on 
such sanction at any later time. Hie no¬ 
tice will also constitute a proposal to 
establish a regulation under this part, 
incorporating the same provisions, in the 
event that such a regulation is deter¬ 
mined to be appropriate as a result of 
submission of proof of such an applicable 
prior sanction in response to the 
proposal. 

Subpart B—Specific Prior-Sanctioned Food 
Ingredients 

§ 181.22 Ortwin Mil»*ljmrr* rmplowwl 
in the manufacture of foocl-piirkujc- 
ini! material*. 

Prior to the enactment of the food 
additives amendment to the Federal 
Food. Drug, and Cosmetic Act. sanctions 
were granted for the usage of the follow¬ 
ing substances in the manufacture of 
packaging materials. So used, these 
substances are not considered “food ad¬ 
ditives” within the meaning of section 
201(s) of the act. provided that they are 
of good commercial grade, are suitable 
for association with food, and are used In 
accordance with good manufacturing 
practice. For the purpose of this sec¬ 
tion. good manufacturing practice for 
food-packaging materials Includes the 
restriction that the quantity of any of 
these substances w’hlch becomes a com¬ 
ponent of food as a result of use in 
food-packaging materials shall not be 
intended to accomplish any physical or 
technical effect in the food itself, shall be 
reduced to the least amount reasonably 
possible, and shall not exceed any limit 
specified in this subpart. 

§ 181.21 Antioxidant*. 

Substances classified as antioxidants, 
when added to food (limit of addition to 
food. 0.005 percent) shall include: 

Butylated hydroxyantaole 
Butylated hydroxytoiuene. 

Dilauryl thlodlproplonate 
DUtearvl thlodlproplonate 
Gum gualac. 

Nordlhydrogualretlc acid. 

Propyl gaUate. 

Thlodipropionic acid. 

2,4.5-Trihydroxy butyrophewma. 

§ 181.23 Antimycotic**. 

Substances classified as antimycotics. 
when added to food shall include: 
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Calcium propionate. 

Methylparaben (methyl p-hydroxybenxoate). 
Propylparaben (propyl p-hydroxybenzoate). 
Sodium benzoate. 

Sodium propionate. 

Sorbic acid. 

§ 181.23 Drier* 

Substances classified as driers, when 
added to food, shall include: 

Cobalt caprylate. 

Cobalt llnoleate 
Cobalt naphthenate 
Cobalt tallate. 

Iron caprylate. 

Iron llnoleate. 

Iron naphthenate. 

Ircm tallate. 

Manganese caprylate. 

Manganese llnoleate. 

Manganese naphthenate. 

Manganese tallate. 

§ 181.26 Drying oil* as components of 
finished resins. 

Substances classified as drying oils, 
when added to food (as components of 
finished resins) shall include: 

China wood oU (tung oU). 

Dehydrated castor oil. 

Linseed oil. 

Tali oil. 

§ 181.27 PtMtlrixers. 

Substances classified as plasticizers, 
when added to food, shall include: 

Acetyl tributyl citrate. 

Acetyl trlothyl citrate. , 

p-tert -Butylphenyl salicylate. 

Butyl stearate. 

Butylphthalyl butyl glycolate. 

Dlbutyl xebacate. 

Dl-(2-ethyIhexyl) phthalate (for food* of 
high water content only). 

Diethyl phthalate. 

Dllsobutyl adipate. 

Dllaooctyl phthalate (for food* of high water 
content only). 

Dtphenyl- 2 -ethyihexyl pUoxphate. 

Kpoxldtzed soybean oil (Iodine number maxi¬ 
mum 6; and oxlrane oxygen, minimum, 6.0 
percent). 

Ethylphthalyl ethyl glycolate. 

Olycerol monooleate. 

Mono Isopropyl citrate. 

Mono, dl-. and trietearyl citrate. 

Triocetin (glycerol triacetate). 

Triethyl citrate. 

3-(2-Xenoyl) -1.2-epoxypropane. 

§ 181.28 Release agent*. 

Substances classified as release agents, 
when added to food, shall include: 

Dimethylpolysltoxane (substantially free 
from hydrolyzable chloride and alkoxy 
groups, no more than 18 percent loan 
in weight after heating 4 hours at 200* C 4 
viscosity 300 centlookw. 600 centlaokea at 
25* C, specific gravity 0.96 to 0.97 at 35* G. 
refractive index 1.400 to 1.401 at 25’ C). 

1,1 note amide (llnolelc acid amide). 

Oleamide (oleic acid amide). 

Palmltomlde (palmitic acid amide). 

Straramide (stearic acid amide). 

§ 181.29 Stabilizer*. 

Substances classified as stabilizers, 
when added to food, shall include: 

Aluminum mono-, dl-. and trlxtearate. 
Ammonium citrate. 

Ammonium potassium hydrogen phosphate. 
Calcium glycerophosphate. 

Calcium phosphate. 

Calcium hydrogen phosphate. 
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Calcium oleate. 

Calcium acetate. 

Calcium carbonate. 

Calcium rlclnoleate. 

Calcium stearate 

Ditodlum hydrogen phosphate. 

Magnesium glycerophosphate. 

Magnesium stearate. 

Magnesium phosphate. 

Magnesium hydrogen phosphate. 

Mono-, dl-, and triaodlum citrate. 

Mono-, dl-. and tripotassium citrate. 
Potassium oleatc. 

Potassium stearate 
Sodium pyrophosphate. 

Sodium stearate. 

Sodium tetrapyrophosphatc. 

Stan noun stearate (not to exceed 50 parts 
per million tin as a migrant tn finished 
food). 

Zinc orthophosphate (not to exceed 50 parts 
per million xtnc as a migrant In finished 
food). 

Zinc realnete (not to exceed 50 parts per mil¬ 
lion sine as a migrant In finished food!. 

§ IB 1.30 Substance* umh! in the manu¬ 
facture of paper nnd paperboard 
products tiM*d in food packaging. 

Substances used in the manufacture of 
paper and paperboard products used In 
food packaging shall include: 
uke: nid 

Aliphatic polyoxyethylene ethers.* 

1-Alkyl (C«-C u )3-amlno-3-smlnopropanc 
monoacetate.* 

Borax or boric acW for use in adhesives, sixes, 
and coating*. • 

Butadiene-styrene copolymer. 

Chromium complex of perfluoro-octane sul- 
fonyl glycine for use on paper and paper- 
board which Is waxed.* 

Dl 4 odlum cya nodi thlolrmdoearbam ate with 
ethylene diamine and potassium N-niethyl 
dithlocorhamate and/or sodium 2-mercap- 
tobenxothlaxole (sUmlcides) .• 

Ethyl acrylate and methyl methacrylate 
copolymers of Itaconic acid or meihanryllc 
acid for use only on paper and paperboard 
which U waxed * 

Itexamethyirne tetmmiue as a setting agent 
for protein, including casein.* 

I - (2 - Hydroxyethyl) - 1 - (4-chlorobutyl)- 2- 
alkyl <C g -C M ) imldazoltnium chloride.* 
Itaconic acid < polymerlred). 

Melamine formaldehyde polymer. 

Methyl acrylate (polymerized). __ 

Methyl ethers or mono-, dl-. and tripropyl¬ 
ene glycol.* 

Myristo chromic chloride complex. 
Nitrocellulose. 

Polyethylene glycol 400. 

Polyvinyl acetate. 

Potassium pentachlorophenate as a slime 
control agent,* 

potassium uichlorophenate as a slime con- 
trol agent,* 

Kerim* from high and low viscosity polyvinyl 
alcohol for fatty foods only. 

Rubber hydrochloride. 

Sodium pentachlorophenate os a slime con¬ 
trol agent.* 

Bodtum-trichlorophenate as a silrao control 
agent.* 

Stearato-chromlc chloride complex. 

IManium dioxide.* 

Urea formaldehyde polymer. 

VinylIdine chlorides (polymerized). 


•Under the conditions of normal use. these 
substances would not reasonably be expected 
to migrate to food, based on available scien¬ 
tific Information and data. 


§ 181.32 Acrylonitrile copolymer* and 
realm. 

(a) Acrylonitrile copolymers and res¬ 
ins listed In this section, containing less 
than 30 percent acrylonitrile and com¬ 
plying with the requirements of para¬ 
graph (b) of this section, may be safely 
used os follows: 

<1> Films. <i> Acrylonitrile/butadiene/ 
styrene copolymers—no restrictions. 

«ii) Acolonitrile/butadlene/styrene 
copolymers—no restrictions. 

<111* Acrylonitrile/butadiene copoly¬ 
mer blended with vinyl chloride-vinyl 
acetate (optional at level up to 5 percent 
by weight of the vinyl chloride resin) 
resin—for use only In contact with oleo¬ 
margarine. 

<iv> AcrylonltrUe/gtyrene copolymer— 
no restrictions. 

(2) Coatings, (i) Acrylonitrile/butadi¬ 
ene copolymer blended with polyvinyl 
chloride resins—for use only on paper 
and paperboard In contact with meats 
and lard. 

<IH Polyvinyl chloride resin blended 
with either acrylonitrile/butadiene co¬ 
polymer or acrylonltrile/butadiene sty¬ 
rene copolymer mixed with neoprene, for 
use as components of conveyor belts to be 
used with fresh fruits, vegetables, and 
fish. 

< ill) Acrylonltrile/butadiene. styrene 
copolymer—no restrictions. 

< iv» Acrylonitrile 'styrene copolymer— 
no restrictions. 

<3) Rigid and semirigid containers. 
<l) Acr>ionltrile/butadlene/styrenc co¬ 
polymer—for use only as piping for han¬ 
dling food products and for repeated- 
use articles intended to contact food. 

(ill Acrylonitrile/styrene resin—no 
restrictions. 

(lb) Acrylonltrile/butadiene copoly¬ 
mer blended with polyvinyl chloride 
resin—for use only as extruded pipe. 

<b> Limitations for acrylonitrile mon¬ 
omer extraction for finished food-con¬ 
tact articles, determined by using meth¬ 
ods of analysis available upon request 
from the Food and Drug Administration. 
Bureau of Foods, Division of Food and 
Color Additives. 200 C St. SW.. Wash¬ 
ington. DC 20204. arc as follows: 

<1) In the case of single-use articles 
having a volume to surface ratio of 10 
milliliters or more per square inch of 
food-con tact surface—0.003 milligram/ 
square Inch when extracted to equilib¬ 
rium at 120' F with food-simulating sol¬ 
vents appropriate to the intended condi¬ 
tions of use. 

<2> In the case of single-use articles 
having a volume to surface ratio of less 
than 10 milliliters per square inch of 
food-contact surface—0.3 part per mU- 
lion calculated on the basis of the volume 
of the container when extracted to equi¬ 
librium at 120® F with food-Simulating 
solvents appropriate to the Intended 
conditions of use. 

(3) In the case of repeated-use arti¬ 
cles—0.003 milligram/square Inch when 
extracted at a time equivalent to initial 
batch usage utilizing food-simulating 


solvents and temperatures appropriate 
to the intended conditions of use. 

The food-simulating solvents shall in¬ 
clude. where applicable, distilled water. 
8 percent or 50 percent ethanol, 3 per¬ 
cent acetic acid, and either n-heptane 
or an appropriate oil or fat. 

tc> Acrylonitrile monomer may pre¬ 
sent a hazard to health when ingested 
Accordingly, any food-contact article 
containing acrylonitrile copolymers or 
resins that yield acrylonitrile monomer 
in excess of that amount provided for in 
paragraph <b) of this section shall be 
deemed to be adulterated in violation oi 
section 402 of the act. 


PART 182—SUBSTANCES GENERALLY 
RECOGNIZED AS SAFE 

Subpart A—General Provision* 

Sec 

182 1 Substance* that are generally rec¬ 
ognised a* safe. 

182.10 Spices and other natural seasouir . .. 
and flavoring*. 

18220 Essential oUa, olcorcalm < solvent- 
free), and natural extractive* 
(including distillate*). 

182 30 Natural substance* used in con¬ 
junction with apices and oth**r 
natural seasoning* and flavor- 
lugs. 

182 40 Natural extractive* (solvent-free 
used in conjunction with spice 
seasonings, and flavorings 
182.60 Certain other spices, seasoning ,V * 
sential oils, oleoresln*. and nat¬ 
ural extract*. 

182.60 Synthetic flavoring substances and 

adjuvants. 

182.70 Substance* migrating from ootton 
fabrics used in dry food packag¬ 
ing. 

182 00 Substances migrating to food from 
paper and paperboard product** 
182 99 Adjuvants for pesticide chemicals 

Subpsrt B—Multiple Purpose GRAS Food 
Substances 

182 1005 Acetic acid. 

182.1009 Adipic acid 
182.1033 Citric acid. 

182 1046 Glutamic acid. 

182.1047 Glutamic acid hydrochloride. 
182.1057 Hydrochloric acid. 

182.1061 Lactic acid. 

182 1069 Malic acid. 

182.1073 Phosphoric acid 
182.1077 Potassium acid tartrate. 

182 1087 Sodium acid pyrophosphate 
182.1001 Succinic acid. 

182.1005 Sulfuric acid. 

182 1000 Tartaric acid. 

182.1125 Aluminum sulfate 

182 1127 Aluminum ammonium sulfate. 

183 1129 A) umlnum potassium sulfate. 

182 1131 Aluminum sodium sulfate. 

182 1136 Ammonium bicarbonate. 

182 1137 Ammonium carbonate. 

182.1139 Ammonium hydroxide. 

182 1142 Ammonium phosphate 
182.1143 Ammonium tulfate. 

182.1156 Bentonite. 

182 1165 Butane. 

182 1180 Caffeine. 

182 1191 Calcium carbonate. 

182,1193 Calcium chloride. 

182 1105 Calcium citrate. 

182.1100 Calcium gluconate 
182.1205 Calcium hydroxide. 

182 1207 Calcium lactate. 
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t?ec. 

182 1210 
182 1217 
182.1235 
182 1240 
182 1275 
*.82 1205 
182.1320 
182 1334 
182 1355 
182.1306 
182 1400 
182.1425 
182.1428 
182 1431 
182.1440 
182 1480 
182.1500 
182.1516 
182 1540 
1H2.1545 
182 1585 
182.1013 
182 1010 
182 1625 
182 1631 
182 1643 
182 1655 
182 1608 
1821665 
182.1711 
182 1721 
182 1736 
182 1742 
182 1745 
182 1748 
182.1751 
182 1763 
182 1775 
182.1778 
182 1781 
182 1702 
182 1804 
182 1810 
182.1001 
182 1011 
182.1073 
182 1075 
182 1078 


Calcium oxide. 

Calcium phosphate. 

Caramel. 

Carbon dioxide 
Dcxtrans. 

Ethyl formate. 

Gy leer in. 

Glyceryl monostcarate. 

Helium. 

Hydrogen peroxide. 

Lecithin 

Magnesium carbonate. 
Magnesium hydroxide. 
Magnesium oxide. 

Magnesium stearate 

Methylcelluloae. 

Monoammonlum glutamate 

Monopotaffilum glutamate. 

Nitrogen 

Nitrous oxide 

Papain. 

Potassium bicarbonate 
Potassium carbonate. 
Potassium citrate. 

Potassium hydroxide. 

Potassium sulfate. 

Propane. 

Propylene glycol 
Rennet 
Silica aerogel 
Sodium acetate 
Sodium bicarbonate, 

Sodium carbonate 

Sodium carboxymethylcelluiose 

Sodium caseinate. 

Sodium citrate. 

Sodium hydroxide. 

Sodium pectinate 
Sodium phosphate 
Sodium aluminum phosphate. 
Sodium re%quicarbonate. 
Sodium potAHKlum tartrate. 
Sodium trlpolyphosphate 
Triacetin. 

Triethyl citrate 

Beeswax. 

Bleached beeswax 
Carnatiba wax 


Sub pari C—AnticaWng Agsots 

182.2122 Aluminum calcium alllcaLe. 

182 2227 Calcium silicate. 

132 2437 Magnesium silicate. 

182.2727 Sodium aluminosilicate 

182.2728 Sodium calcium aluminosilicate, 

hydrated 

182 1006 Trl calc turn animate. 


Subpart O—Cham tea I Preservatives 

182.3013 Ascorbic acid. ' 

182 3025 Caprylic acid, 

182.3041 Erythorblc adid 
182 3061 Propionic acid 
182 3080 Sorbic acid 
1823109 Thiodf propionic acid. 

182 3149 Aacorbyl palm Hate. 

182 3169 Rutyla'ed hydroxyanlsole. 
182.3178 Rutylated hydroxy toluene. 
182.3180 Calcium ascorbate. 

182 3221 Calcium propionate. 

182.3225 Calcium sorbate. 

182 3280 DUauryl thtodiproplunate. 

18j 3336 Gum guaiac. 

182.3610 Potassium bisulfite 
182 3837 Potassium met a bisulfite 
182.3640 Potassium sorbate. 

182 3731 Sodium ascorbate. 

182.3739 Sodium bisulfite. 

182 3700 Sodium metabUulfiie. 

182 3784 Sodium propionate 
182.3795 Sodium sorbate. 

182 3798 Sodium sulfite. 

• 82.3845 Stannous chloride. 

182.3863 Sulfur dioxide. 

182 3890 Tocopherol*. 


Sec 

Sobpsrt E—Emulvlying Agent* 

• 

182 4029 

Cholic acid 

182.4037 

Desoxycholic acid 

183.4053 

Glycocholic acid 

182 4101 

DUcetyi tartaric acid eater* of 
mono- and dlglycerides of edible 
fats or olU. or edible fat-forming 
fatty acids. 

182 4105 

Taurocholtc acid. 

182 4505 

Mono- and dlglycerldea or edible 
fata or oils, or edible fat-forming 

acids 

182.4521 

Monoaodlum phosphate derivative* 
of mono- and dlglycerlilea of edi¬ 
ble fata or oils, or edible fat- 
forming fatty acid*. 

182.4500 

Ox bile extract 

182 4666 

Propylene glycol 

Sobpsrt T — Nutrients am) or Dietary 
Supplement* 

182-50)3 

Ascorbic acid 

182.5017 

AnparUc acid 

1825049 

AuiiuooccUcacid (glycinei 

182 5065 

Llnolelc acid. 

1825128 

Alanine. 

183 5145 

Arginine. 

182.5159 

B to tin. 

182.6191 

Calcium carbonate. 

162.6196 

Calcium citrate. 

182 5201 

Calcium glycerophosphate. 

182 5210 

Calcium oxide. 

18 2 5212 

Calcium pantothenate. 

182.5217 

Calcium phosphate. 

182 5223 

Calcium pyrophosphate. 

*32.6*30 

Calcium sulfate 

132.5245 

cuotsu. 

182.5250 

Civ line bltartrnte. 

182.5252 

Choline chloride. 

182 5260 

Copper gluconate. 

18221365 

Cuprous iodide 

182.5378 

Cysutie 

182 5301 

Ferric phosphate 

182 5304 

Ferric pyrophosphate. 

182 5306 

Ferric sodium pyrophosphate 

182 53C8 

Ferrous gluconate. 

183.5311 

Ferro un lactate. 

182.6315 

Ferrous sulfate 

183 5361 

Histidine 

182.5370 

Inositol 

182 5375 

Iron reduced. 

182 5381 

Isoleucine 

182.5406 

Leucine. 

182 5411 

Lysine. 

182.5431 

MugueMum oxide. 

183 5434 

Magnesium phosphate 

182.5443 

Magnesium sulfate. 

182.5440 

Manganese chloride. 

182.5419 

Manganese citrate. 

182.5452 

Manganese gluconate. 

■ 

Manganese glycerophosphate 

182.5458 

Mailman cats hypophoephlte. 

182 5461 

Manganese sulfate. 

133 5464 

Mangmnotin oxide 

182.5470 

Mannitol. 

182 5475 

MethloiUne. 

182 5477 

Mcthtonlne hydroxy analog and 
Its calcium salts 

182 5530 

Niacin. 

182 5535 

Niacinamide. 

182 5580 

D-Pantothenyl alcohol. 

182.5500 

Phenylalanine. 

182.5622 

Fotaaidiun chloride. 

183.5028 

Potassium glycerophosphate. 

182 5634 

Potassium Iodide. 

182.5650 

Prollne. 

183 5078 

P>'rldoxine hydrochloride. 

182 6695 

Riboflavin. 

182.5697 

Rlbofiavtn-5-phoapbate. 

182 5701 

Serine. 

1825772 

Sodium pantothenate. 

182.5778 

Sodium phosphate 

182 5876 

Thiamine hydrochloride. 

182 5878 

Thiamine mononitrate. 

182 5881 

Threonine 

182 5890 

Tocopherol* 


Sec 

182.5892 n-Tocopherol acetate. 

182.5915 Tryptophane 
182 5920 Tvroalne. 

182 5925 Valine. 

182 5930 Vitamin A. 

183.5933 Vitamin A acetate. 

182 5036 Vitamin A pal nil late 
182 5945 Vi lamina B 
182 5950 Vitamin D 
182 5953 Vitamin D 
182.5985 Zinc chloride. 

182 5988 Zinc gluconate. 

182.5991 Zinc oxide 
1885994 Zinc stearate. 

182 5097 Zinc sulfate. 

Subpart G—Sequeilrants 

182 0033 Cluic acid 

182 6085 .Sodium acid phosphate. 

162.0099 Tartaric acid 
182.6185 Calcium acetate. 

182 0193 Calcium chloride 
182 6105 Calcium citrate. 

182 6197 Calcium diacetate 
182.6199 Calcium gluconate. 

182.6203 Calcium hexametaphosphate. 
182.6315 Monobasic calcium phosphate. 

182 6319 Calcium phytate. 

162 U285 IMpotavilum phosphate. 

182 6290 DWodlutu phosphate. 

182.6380 Isopropyl citrate. 

1S2.G51I Mtmolsoprupyl citrate. 

162 0035 ivnaaMum citrate 
182 6761 Sodium citrate 
182 0754 Sodium diacetate. 

182.6767 Sodium gluconate 
182.6760 Sodium hexametaphe^phate, 
182.0769 Sodium mettiphotphAte. 

182 6778 Sodium phosphate. 

182.6787 Sodium pyrophosphate. 

182 A789 Tetra sodium pyrophosphate 
18*2 6801 Sodium tartrate. 

182 6804 Sodium potassium tartrate. 

182 6807 Sodium thiosulfate. 

182 0810 Sodium trtpolyphosphate. 

132 6651 8tcnry] citrate. 

Subpsrt H—Stabilisers 

182.7110 Agar-agar. 

182.7133 Ammonium alginate. 

182.7187 Calcium alginate. 

182 7365 Ctjondru* extract. 

182.7610 l*otaa»tum atginate. 

182-7724 Sodium alginate. 

Avthobtty: Secs 409, 701. 52 Stat 1055 
1050 so* amended. 72 Stat. 1785-1788 aa 
amended (21 UJSkC. 348. 371). unless other- 
who noted 

Subport A—Ccncral Provisions 

§ 182.1 Siilntami'h tlial are cmrr.il!* 

recognised «« »afr, 

<a* It Is Impracticable to list aU sub¬ 
stances thAt are generally recognized as 
safe for their intended use. However, by 
way of illustration, the Commissioner 
regards such common food ingredicnLs as 
salt, pepper, sugar, vinegar, baking pow¬ 
der. and monosodium glutamate os safe 
for their Intended use. This part includes 
additional substances that, when used for 
the purposes indicated, in accordance 
with good manufacturing practice, arc 
regarded by the Commissioner as gen- 
eraly recognized as safe for such uses. 

<b) For the purposes of this section, 
good manufacturing practice shall be 
dehned to include the following restric¬ 
tions: 

(1) The quantity of a substance added 
to food does not exceed the amount rea¬ 
sonably required to accomplish Its in- 
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tended physical, nutritional, or other 
technical effect In food: and 

(2) The quantity of a substance that 
becomes a component of food as a result 
of its use in the manufacturing, process¬ 
ing, or packaging of food, and which is 
not intended to accomplish any physical 
or other technical effect in the food itself, 
shall be reduced to the extent reasonably 
possible. 

<3> The substance is of appropriate 
food grade and is prepared and handled 
as a food ingredient. Upon request the 
Commissioner will offer an opinion, 
based on specifications and intended 
use. as to whether or not a particular 
grade or. lot of the substance is of suit¬ 
able purity for use in food and would 
generally be regarded as safe for the 
purpose intended, by experts qualified 
to evaluate its safety. 

<c> The inclusion of substances in the 
list of nutrients does not constitute a 
finding on the part of the Department 


that Uie substance is useful as a supple¬ 
ment to the diet for humans. 

(d) Substances that arc generally rec¬ 
ognized as safe for their Intended use 
within the meaning of section 409 of the 
act are lbted in this part. When the sta¬ 
tus of a substance has been reevaluated, 
it will be deleted from this part, and will 
be issued as a new regulation under the 
appropriate part, e.g., "affirmed as 
GRAS" under Part 184 or 186 of this 
chapter; "food additive regulation" 
under Parts 170 through 180 of this 
chapter; "interim food additive regula¬ 
tion" under Part 180 of this chapter: or 
"prohibited from use in food" under Part 
189 of this chapter. 

§ 182.10 Spire* and other natural *ea- 
*otiinjc« and flusoringv. 

Spices and other natural seasonings 
and flavorings that are generally 
recognized as safe for their intended use. 
within the meaning of section 409 of the 
act. are as follows: 


Mm* 

Alf*IU »n»J ... 

A Unite*. . . .. 

Am beetle seed ....... 

AmrUi * ... . a... . -- 

Angelica IMut 

AtvcrUru ered - 

.Vbfr<wtuni »«’us|Mri4 bark) . ......... 

Aruv 

Atiiar, star. -. ...... 

Balm demon tiatoi) . - 

Haiti. t«w!i _ 

Basil, meet . 

Bay. i . 

Calendula_.. . 

i umuriolr i tiainumilr). Kugbsh « Human. 

Camomile *rliainum!lr». German or Hungarian. 

Capers.... ... 

Capalctnn.. .. .. 

Caraway.... 

Caraway, Made (black cumin) ..... 

Cardamom (cardamon).—... 

Cassia. Chinese.... 

t o»ia. 1'itUanf or Batavia. . 

fwwia, Saigon.-. 

f \iviMiui- |»*piwr .. 

IViifyarwi,. .. 

Chervil .. . 

1 

Cinnamon, tVvkm. . 

Cinnamon. Cbnw*A* - 

Cinnamon, Saigon .. 

Clary (clary «**). . 

CloVrr . 

1 

CuiuuHli>r. . . . 

Cumin (ruitunird. 

Cumin, Hark tblurk 
KMrr (low cm. 

frruurl. common..—... 

HBtntnmt (flnocetda. Ktnmvrr frunrli 
Fenugreek.... . 

CaJunc* cgulaiv*))... -- 

Geranium--*— . 

Ginger 

Olyrynhiici .. . . 

tindro of twu uduw 
11 or r hound i tanrhoimd). 

Ilursrewdtab --- 

flymon. . - 

Lavender. —. -- 

Uiorir**... . . -.. 

Linden flowiw..~~— 

Micf......... — ......... .. ■•. 

Marigold. |*ot.... .. • 

M*i/onuu, |*>t.. ... 

Marjoram, sweet ............ 

Mudjurd. Hack or Irown--—---- 

MrotarrJ. brown.....— -. 

Mustard, wbita or yellow---..- 

Nutmeg ... a. 

(ui'gam* (orr-gamim, Mntrsn ororauo, Mexican 

ortjrmn). 

Paprika..... . — — 

l’amicy.. .. 

Pepper, Mock ....— .......—, 

IVpjn-r, ctVHUK..... 

r^iprr, rfd .-— 

I'rpprr. whit*. ....—. 

Pe pp er m int....... 

Poppy Bred... 

Pot marigold.. 

Put marjoram. 

Kwmory. 


t caraway) 


iJutanfroJ Min** tf-pUhl to ore/ 
Medirsgo saliva L. 

1 imrnta officinalis LimU. 

Hli>lii'Ui«l)rlfltfiah(0 I> 

Angelica arcttangelJca L. or other spp. of Angelica, 

flo. 

Do. 

Gnllpea officinalis Hancock, 
l imptrirlki anisum I.. 

Illk ituu yrnnn Hook, f, 

MeUaoa (XllcInaUi L. 

Uciintttu minimum L. 

Oetinum iwalUcnm 1., 

Louru* nobliis L 
Calendula officinalis L 
Ant be in is tMibllla L. 

Matricaria ebanvoadib I.. 
c npptul* splnona L. 

CapsMun fnru*nr<i» L. or Capdcum annuum L. 
Carom eorvi L. 

Nlfclla saliva L. 

P.lcttatU cardamom mu Maton. 

(‘nmiinuninun caiala Hltmie. 
i imutmotnuiu tmnnaiuii Blum a. 

Ciiuuiuamum lou/virii New*. 

Capsicum eruirscma L. or Capsicum annuutu L. 
Ajiliun grnvoofcro L. 

AirtKrtoctls eenfotttzm <l~) lloflm. 

Allium tcbortioprasuin 
Cianamosnurn vylanJcom Nora. 

Ctimanwnnuin cawU Blunar. 

Ctnnainomuxn lounlru Nero. 

Salvia sc larva U 
Tnfotmm ipp. 

Kugeula caryophylUU Thunb.. 

Cor land ram sativum L. 

( ummuiM cy milium L. 

Nigella saliva L 
Kamburus canadensis L. 

Foruiculuiti vulgar* Mill. 

Forniculuin vulgar* Mill. var. duicr CDC.) Air*, 
ccmrlla fronum-fraecum L. 
ini* officluomm Ilnur. 

_.^K<-r. 

i iiycyuhUui «labra L. and olbof ipp. of Glycy rrtiiia. 
Anvnnnm tnrkgueta Hoac. 

Momibluiu vulgar* L. 

Armomcia iMiaiblfotia Gill Is. 

Hymopu* ortlcimUl* L. 
l.nvauduLt officinalis Chois. 

tilvoyrrhlns gisbra L. and other tpp. of Olycyahiia. 

MyrirtVea fragrani Hotltt. 
calendula rlfficinalijiU 

eascaffif* 

M > ridilca fragrani 11 outt. 

Uppla spp. 

C'apikistn anmiurn L. 

Petrosrhrium (MUI I Maxul. 

I *| |rr nigrum L 

( upMr u:u frutr*crm L. or Capolmm annum L. 
flu. 

Piper nlgnun L. 

Mentha piperita U 
Papayer aamnifrrum L. 

Calendula officinalis U 
MahJcana onitm ih.) Bcnlb. 

Hcwmarlntw officinalis L, 
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tf Mm# «V jafsaf m«W 

Ku/*.......... Hula frtinJmi L. 

Saffron......... C 'furufl ntiviu L. 

Sag«. ....... *»ft)rlaoffleituklta L. 

Ho**, Gr™k. Salrta triloba L. 

Savory, mmnwr... Saturn a boftrtuia U (SsturofcV. 


Savory, winlar.. . 

te^anu- 


Spmrmtnl - 

Star ante .| 

Tarnigon. 
Ttiym*... 
TKom, wild or e 

YaniHs... 

Zed: Ary 


rAtuma uumtana L. <Satizrejai. 

AMOlUUm IJHfo'UlM I. 

M*nitu»f|«kala L 
lUlcJunt vrniin Hook, f 
Anetnima drammtlllP L. 

Thyinuft vulgmrii L. 

Thymus vrj.v tlmn U 
< uruunn longa L. 

Vanilla planted!* Amir. i* \ anilla lahitri»*|% J. W Moor*. 
( urrimui crdoaria IU*c. 


§ IR2.20 Rvintbl oil*. cilcoreaiti* (M#l\cnt*frcr). and natural cxlrnlhn (including 
dl%tillatr»). 

Essential oils, oleore&ins i solvent-free), and natural extractives including dis¬ 
tillates > that are generally recognized as safe for their intended use. within the 
meaning of section 409 of the act. are as follows: 


AtfaUu -— 

AUppfrrr 

Almond. tain* <&*«» from prusarc arfd>. 

Ambrrtto <$*cd> 

Angelica fOol . 

Anprla’a whhJ 

AnrrHt* tiam - 

AngStur* i rinpAila bark). .. 

A A. 4 !'* 1 Ifl.w ....... 

Balm (tenon tailiut.. 

Balaam ol I>nj. 

Bwll .. 

Bay U*av«* _ 

Bay (myrcU oil) _ 


lift caiiitil 
Hittri ait* 


altaoml <ttm from iiruasu aeftdl. 

Ildll ilc mw ---- - 

Cam 4 *niii» (clMmomflr) now***, Hungarian 
i am<MTil> irlutfiiamll*) fkmwi, Boniaiior KiijrlUili 
< ananga. ___ . ---- 

Ctefrun .-..—-— 

Caraway - — —. 

i ’ urdatnom te*n) inmlammi j. 

Carol* U-oii 
C arrot 
i 

Catea I 

Cants tturk._ 

( aama lairk, Hal«ou. 

Catey wrrd 



I lor at if*, biitrr i*ccl) • 

irtTlcimi*r.7“ 1 



Mrrjiraao gatliu U. 

Ptnmnta otTMnallf Uruf). 

Primus amygdala* tlaiart*. Poonaa sonniwra L, or l*mttaa 
nrUiu |L.» Hsi«rh. 
llililacus ruaVlwiUu Miciwli 
AuvrUrn arrhuiiifllca 1*. 


Gallpfa effWinalia II uncock. 

I'lmtaiurlla aiiinun I*. 

Frmb wsadbrtldti t. and icluird Ppf» of 
M*Uwa nffirlmllP t., 

MjTot>lm\|M , ndni* Kkdracl* 

Ocitiuam haaUlrtitn L 
litunu tvotalif 1. 

I’mirnln ramnosa (MUD J, W. Moor*. 

Citrus niiriinttum L, tulsn. i-ryamta Wright »t Am. 
rnuiUR smyvdalni Bat*;)*. IVuima srmrumra L or f*nimia 
l«nka (D Balsrh. 

A*ilt*n fca^*o*loca Dark*. 

Tl«*>Jirunta c*c*S6 L. 

Muiriraria clmmumJIk Ls 
Aultirmta nulalia L. 

( anaujraudiiftala llnok. f. am) Thoma. 

Ca|RM<*itn frui<wy»ta t tu«d Cupakiim amitmm I.. 

Carom t^irrl )^ 

Kbdiaru r;*r»t*utui:imin 
Cf»<ututik» 9iU«ltm L 
l>aUCU»rjU**A L. 

CnMoti rioima Bsm. 

CidiLatmituum lAuaiu LUam* 

Cmminomum liurtiiutuU Ilium* 

('Umaiuomam kiurrlril N«*a. 

Aptuiu mm.lnw t. 

Pntmw vrniin* Khrti. 

Atillirtscu* rrmlolltiiii (L.) llallm. 

CirUorium Inly bur L. 

Ctfmamnmuin teytonJciim N««. 

Ciiinaiuntiioin CSSPla B)umr. 

( Usnaiuonmm teirrlrtl Nwi 
Ciaiuusoaiuin irytonJcwn N»*m. 

Cliinainouiuirt caffln Bhunr. 

( Itutainnimitn frairrlril N*e* 

(*ytntmpofoi>%anlur Hrrnll*- 
Cilnu nip. 

Salria irlarwi L. 

guarma rary*d‘»'>Jisla TUttnH. 

h'o. 

TrtWium app. 

KryiUrmylnm «>or» Lam. amt otter rpp. of Fry t lirotytuia. 

« ola acuminata tefipti and Kndl.. and oIIwt fpp. of Cots. 
Cocismlnim aiflvuin L. 

Zm may p L. 
i ’oinlnuni <:y«iiMum U 
CUrup aiininliuui L. 

Gail pm nffk lnalli llanrock. 

Tirowiim olfi( inalr Wrlwr and T. Uwvtgidiuu IX*. 

Uou 

Arrupyruri mponi (L.) Boaur. 

Sainlmrup ranad*n*ip 1. and R nigra L. 

ArUniiUu dri^uurunia L. 

Foainr uiutn rulgar* MUI. 

dla lomnim-Ktmvtira U 
otlUHnarum llano*. 

•PP- „ . 

_• martini Slapf 

iium grav*otca> L’H«r. 

._ w -_OffirlnaJ* Hose. 

Olyrmhixa fUtifa L. and o^tnr fpp. of Olycyrrhira. 

Citrup ptrsIM Marl 
t*aidluin pis*- 
CJarya *w. 

Mnrrublum vulcan* L. 

Ilunnilup tnpuliM L. 

Monania |*«M»rlaXa L. 

Ilymopus oOkrinalis L. 

Hrllrhrj«irn aunufUfoliiun DC. 


J4ftl3 
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Cbm nwm ttaiiw 


JjMviunr .. 

Juniper <b«VTto). 
Kota nut — 
Lnurr! !>rrr!r* 
J-uurrl \mrr*. 
Lavrndrr. . 
Lavfiidrr, ^kc 
Uvwdlii. 


Lrtnon_ 

LrnuM) balm un* lmlm». 

Lemtfll ZTM* . 

Lrtnon p«*L. 

LirorJoe. 

Lima. 

Lltidm flower*. 

Locust bran 

fapatti 

Mart*. . 

Malt irttmrl». 

Mandarin. 

agr »m, xwcrt.. 




Mojknii 


Mrlisut ISM* l*dm t. 

Mn.lhol ..... 

MrllUty) aerial* 

VUrael). . .. 

Mustard .. 

N’aHiifkn- 

Nrroli. bUnnvdr . 

Nutmeg. ... 

Otdnn. . 

^ HauitVf Witcf, IJowff'i 
Onwiyr bltur. l-'rl 

Oroucr leaf.. .. .. 

orange, VftH .— 

Oruift, wwert, fWmvri 
orange, »***(, perl.. 

* krixanum. 

Pal mar osw .... 

Paprika. - 

RSSJ;«i5c 

lVpprr, whlLr. 

Prpi*rutint 


Pwilfrsun mandarin or lanarerin# 

Pfwnla . 

Plnrxtita kaf.. 

Piljwssfwu kav** 

Pomegranate 
Prickly Mh bark 

How ulsmkutr- 



Hoar iouo of roa#j». altar of nm*) 

Hom bodl...----- 

Hour Aowitct . 

Rose fruit <hipC 
Kos* geranium 

Hoac kavr*- 

Iloarin&ry. 

HalTniii 



Hafr, <Jr*rk 
Hmjr, 

*U, Jokin’* hr rod 
8atory. Bunmirr 
Kuvory. wiiilif. 

Rehtnua nwlk -... 

Hot tardus (blackthorn brrrirs) - 

Pprarmlnl. . j 

Spikr Utrmdrr.. 

Tamarind. 

Tsngrtitie. 

Tuunlc arid . 



Tarragon 

Trii_ 

Thyme 
Thyme, *hlte 
Thyme. a lit) or <wping 
Trllkum <*«) dug gnua) 

Till irroor.. .. 

Turnwrio- .... 

Vanilla... 

Violet flow**. 

Violet IcatTNU—. 

Vlolrt Iravrt absolute. 

WIKI rbeery bark- 

Ytaw-ylunir - 

Zednary Iwvrk - 


/Mautrai natnt •/ pfaa/ reu ru 

Jaaim.mii. ofttdiul* L. and otbsr «pp. of Jtatninum. 

Jijniperus communis L 

< nU oeumlnaU Scholl and Kmii , and otbar spp of Cola. 
Uurui nobUlt L. 
laum«A spp. 

loivamlula ollklniUl* Chalx. 
l^mmlula latlMU V Ul 

l(yltrlds tmtwecn Lavandula officinalis Chal* ftnd Lavandula 
Irtlfolht V III. 

Citrus Union iL.) Burm. I 

Cymboporron cltratuf DC. and Cyrobopogou k *hocus Stapf. 
Citrus Ini>on (Li Hirnn. f. 

Ulycyrrhita tUkii I.. and other app of OlyeyrrhUa, 

Citrus Mirant Kolia Swingle. 

Til La sitiip. 

(VrutimU sill'pin L, 

Hn undue Input ua L. 

Myrotira trasrruua lloult. 
llcirdruni vulgar* L. t or otbrt jrulna. 

CUroa reticulnla flbuvoo. 

Maforona liortnuds M*j»'rich. 

Has iuin*fuan« inuA St. fill. 

Mentha sii|«p. 

|K>. 

Soccarum nffleltnimni L. 

Ilramb'n «pp. 
c limn fmradbi Mart 
Citrus aurautluiu I- 
MvrlsiUa fr.Menus llmjll. 

A Ul urn cepa I. 

Citrus umnitluro I. 

Ik>. 

Cltnta •InriiHb »L) Osheck. 
po. 
l>o. 

Do. 

itrlaanum spp. 
i vml<o|KV"n inarUiU 8(«pL 
Capsicum unuuum U 
I Vi nwellinnn rrtsjnjm (Mill » Msnaf. 

Piper nknun U 
IhK 

Hetuha i»lj*ettia L. 

Myrtisykntt pwafraa KIotm. j». 
c’Jirus :v tram him K 
Curtis Umofi (!«.> Hurm. f. 

CUT us tHiculoka Hlanco, 

Pbramiii olHcmahs Llndl. 
rrlmenta ofQrlnalia Lindt. 

CKtrrnptnU umMbU Nutt. 

Punka ftanattnn L. 

Xtiiitboiylum Urn 2aiUho*ylinn) Amerkaimm Mill, or Xan- 
i iMuylnm elava herruila L. 

Hoar iut« L, Ro»n rrniifuUo L.. Huso riamaMrita Mill.. Roaa 
UbIIk-u L., and sum. uf thr«* rpp. 

I 

Do. 

Do. 

Do. 

Pelargonium L’llef. 

Uannarfiim ofTlrlnall* 1- 
t'roi'ua mil vi« L. 

Salvia odklmdis L. 

Salvia trllnlm L. 

Salvia UvarululoeWia VahL 
Coral onto «UK|iia L. 

Sutuma hortenaU U 
Sfltmeia mo.itarw L. 

Sehinut inolU* L. 

Prunu* ! , piiK*»» L, 

ii™I3X l ulu6 , u.via 

laraafirtdua mdKa I#. 

( itrus reticulata Blanco. 

N ms alls of gueiciM iiifrctorta Ollvsc and related spp. of 
guerrus. Also in many othar plants. 

ArtemkU dmcunculua l- 
Thna aUteruls L. 

't hymus vulgaris L. an*! Thymus syfk var. cracllis llolso. 

*. Ik). 

Thymus a*cpylluui L. 

PolUuthea tuberuM L. 

(*un*uma louga L 

VamilanUnilolU Audr. or Vaiulla talikleusll J. W Moore. 
Viotaodorata L. 

Do. 

Do. 

Prunus serotlna Khrh. 

Cananva ndornta Hook. f. and Thoms. 

Curcuma irsloaris Hw 


§ 1B2.30 Natural sub^tnnrra und in conjunction *ith spico* ami other natural sea¬ 
soning* and flaioring*. 

Natural substance© used In conjunction with spices and other natural seasonings 
nnd flavorings that arc generally recognized as safe for their intended use, within 
the meaning of section 409 of the act, are as follows: 


focttniu* lie** 
Alitor, Ijtowij (kripJ 

Algor, rvd .. 

Ihlbr 


/Monica/ mmjt V f4arJ roarer 
l*miriana *pp. and Nawynli »pp. 

Purphyra anp. and Rhodymrnia palmal a iL > Cltvv. 
Khodymaiua palmata (L.) 
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§ 182.10 Natural rxtrsrtivn (%ohrnt-free) lined in conjunction with ipim, season* 
ings and flavoring*. 

Natural extractives (solvent-free) used in conjunction with spices, seasonings, 
and flavorings that are generally recognized as safe for their Intended use. within 
the meaning of section 409 of the act. are as follows: 


Cow mo* tram* 


Alow, brown.. 

AltMr. rvd,---—...• - 

Apricot kernel (P*nU« oil)--- 

thill*. ..-. V . . 

k'rjp al*ar, brown). 

IVorti kernel ipefvtc oUl....— 

iV-amit uwlm- f ...«... 

prraie oil lie* apricot kernel and peach kernel). 

Quince iced..—.-.. 


Botanical iMwr of plant tom ret 
laminaria app. and NereoryKU fpp. 
l\.rphvranpp. aiul Rho<l>meuta palinaU (L.) Orrr. 
I'rur.ua armimivn L. 

KtxidymrnU patnuta (L.) Gnrv. 

I'rutms t*ntic* 8l*b. et Zucc. 

Arochls hypofica L. 

Cydonla obkwif* Miller. 


§ 182.50 Certain otlirr ipim, acaaoninge, cwntial oil* nlcorraina, and natural 
extract*. 

Certain other spices, seasonings, essential oils, oleoresins. and natural extracts 
that are generally recognized as safe for their intended use. within the meaning of 
section 409 of the act. are as follows: 


, Oomtuon mm/ Ihrtmhon 

Ambeim*. Pbyartrr macrocephalu* U 

( natomim. Cmrtor fiber t, and C. canader.us Kuhl. 

Clret (tibeifi, tibet, citatum).*...Civet rate. Vlvmm civetta Hvhr/ber and Yuma flbnha 

Abater. 

Cocw oll.whlt* and freer..... Bthyl oenanltmte. fCKwlkd. 

Musk (Tonquin musk)_____..... Musk deer. Moacims moarhilerat L. 


§ 182.60 Synthetic flavoring *uh* Inner* 
and adjuvant*. 

Synthetic flavoring substances and 
adjuvants that are generally recognized 
as safe for their intended use. within the 
meaning of section 409 of the act. are 

as follows: 

Acetaldehyde (cthanal). 

Acctoln (acetyl methytcarbinol). 

Aconltio acid (equlzotlc acid, cttridlc acid 
achllleic acid). 

Anethole (parapropenyl anlaole). 
Bcnzaldehyde (benzoic aldehyde). 

-Butyric acid (butanoic acid), 
d- or l-Carvone (carvol). 
ctnnamaldehyde (cinnamic aldehyde). 

Cttral (2,8-dim*thyloctadlen-2 f 8-aZ-8. gera- 
ntal. neral). 

Decanal (AT-decylaldehyde. capraldchyde, 
cupric aldehyde, capri naidehyde. aldehyde 
C-10). 

Diacetyl (2,3-buiandclone). 

Ethyl acetate. 

Ethyl butyrate. 

3~Methyl'3~phenyl glyctdlc acid ethyl ester 
(ethyl-mcthyl-phcnyi-glydelate, so-called 
strawberry aldehyde. C-18 aldehyde). 

Ethyl vanillin 
Eugenol. 

Oeranlol <3.7-dlmethyl-2.5 and 3.0-octadien- 
1-oi). 

Oeranyi acetate (Kcranlol acetate). 

Olycerol (glyceryl) tributyrate (trlbutyrln. 
butyrln). 

Umonene (d-. l- # and dl-). 

Ltnaiool (linaloi. 3.7-dlmethyi-l.d-ocUdlen- 
3-ol). 

Llnalyt acetate (bergamol). 
l-Malic acid. 

Methyl anthranllate (methyl-2-amlnoben- 
zoate). 

Plperonal (3,4-methyleuedloxy-banzaldehyd*. 

heliotropln). 

VanilUn. 

§ 182.70 Substances migrating from cot¬ 
ton and cotton fabric* used in dry 
food packaging. 

Substances migrating to food from 
cotton and cotton fabrics used in dry 
food packaging that are generally recog¬ 
nized as safe for their intended use. 
within the meaning of section 409 of the 
act. are as follows: 


Acetic acid. 

Beef tallow. 

Calcium chloride. 

Carboxymethylceiluloae. 

Coconut oU. reft nod. 

Corn dextrin. 

Cornstarch. 

Pish oil (hydrogenated). 

Oelatln. 

Hydrogen peroxide. 

Japan wax. 

Lard. 

Lard oil. 

Lecithin (vegetable). 

Oleic acid. 

Peanut oU. 

Potato starch. 

Sodium acetate. 

Sodium bicarbonate. 

Sodium carbonate. 

Sodium chloride. 

Sodium hydroxide. 

Sodium aulfate. 

Sodium silicate. 

Sodium tripolyphosphate. 

Sorbose, 

Soybean oil (hydrogenated). 

Stearic acid. 

Talc. 

Tall oil. 

Tallow (hydrogenated). 

Tallow flakes. 

Tapioca atarch. 

Tartaric acid. 

Tetrasodium pyrophosphate. 

Urea. 

Wheat atarch. 

Zinc chloride. 

§ 182.U0 Substance* migrating to fowl 
from paper and paperboard product*. 

Substances migrating to food from 
paper and paperboard products used in 
food packaging that are generally recog¬ 
nized as safe for their intended use. 
within the meaning of section 409 of the 
act. are as follows: 

Acetic acid. 

Alum (double aulfate of aluminum and 
ammonium potassium, or sodium). 
Aluminum hydroxide. 

Aluminum oleate. 

Aluminum palm 1 tale. 

Ammonium chloride. 

Ammonium hydroxide. 


Calcium chloride. 

Calcium hydroxide (lime). 

Calcium aulfate. 

Caaein. 

Celluto*© acetate. 

Clay (kaolin). 

Copper sulfate. 

Cornstarch. 

Corn sugar (sirup). 

Dextrin. 

Dlatomaceou* earth Alter. 

Ethyl cellulose. 

Ethyl vanillin. 

Ferric aulfate. 

Ferrous sulfate. 

Formic acid or sodium salt. 

Olycerln. 

Invert sugar. 

Iron, reduced. 

Magnesium carbonate. 

Magnesium chloride. 

Magnesium hydroxide. 

Magnesium aulfate. 

Methyl and ethyl acrylate. 

Mono- and dlgylcertdea from glycerolyala of 
edible fata and oils. 

Oleic acid. 

Oxides of iron. 

Potassium sorbste. 

Propionic acid. 

Propylene glycol. 

Silicon dioxides 

Soap (sodium oleate. sodium palmttat*). 
Sodium alumlnate. 

Sodium carbonate. 

Sodium chloride. 

Sodium hexametaphosphate. 

Sodium hydrotulflte. 

Sodium hydroxide. 

Sodium phoaphoaluminate. 

Sodium silicate. 

Sodium aorbate. 

Sodium sulfate. 

Sodium thiosulfate (additive In salt). 
Sodium trtpolyphoephate. 

Sorbitol. 

Soy protein. Isolated. 

Sulfamic acid. 

Sulfuric acid. 

Starch, acid modified. 

Starch, pregelatinized. 

8 larch, unmodified. 

Sucrose. 

Talc. 

Urea. 

Vanillin. 

Zinc hydrosulflte. • 

Zinc aulfate. 

§ 182.9*) Adjuvant* for pcMicldc them- 
Ink 

Adjuvants, identified and used in ac¬ 
cordance with 40 CFR 180.1001 (c) and 
(d). which are added to pesticide use 
dilutions by a grower or applicator prior 
to application to the raw agricultural 
commodity, are exempt from the re¬ 
quirement of tolerances under section 
409 or the act. 

(Sec. 409. 72 Stat. 1785; 21 U.8.C. 348.) 

Subpart B—Multiple Purpose GRAS Food 
Substances 

| 182.1005 Arctic acid. 

(a) Product. Acetic acid. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1009 Adipic acid. 

(a) Product. Adipic acid. 

(b) [Reserved] 

(c) Limitations . restrictions . or ex- 
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planation. This substance is generally 
recognized os safe when used as a buffer 
and neutralizing agent in accordance 
with good manufacturing practice. 

§ 182.1033 Citric acid. 

(a) Product. Citric acid. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.10-13 Glutamic acid. 

<a) Product . Glutamic acid. 

<b) I Reserved! 

(c) Limitations, restrictions. or ex- 
planation . This substance is generally 
recognized as safe when used as a salt 
substitute in accordance with good man¬ 
ufacturing practice. 

§ 182.1047 Glutamic acid hydrochloride. 

<a> Product. Glutamic acid hydro¬ 
chloride. 

<b> 1 Reserved) 

(c) Limitations, restrictions, or expfe- 
nation. This substance is generally rec¬ 
ognized as safe when used as a salt sub¬ 
stitute in accordance with good manu¬ 
facturing practice. 

§ 182.1037 Hydrochloric acid. 

(a) Product. Hydrochloric acid. 

<b> l Reserved 1 

(c) Limitations, restrictions, or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used as a buffer 
and neutralizing agent In accordance 
with good manufacturing practice. 

§ 182.1061 Lactic add. 

<a> Product. Lactic acid. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1069 Malic acid. 

(a) Product. Malic acid. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1073 Phosphoric acid. 

(a) Product. Phosphoric acid. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1077 Pota*»ium acid tartrate. 

<a> Product . Potassium acid tartrate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1087 Sodium acid pyrophosphate. 

(a) Product , Sodium acid pyrophos¬ 
phate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1091 Succinic acid. 

(a) Product. Succinic acid. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
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in accordance with good manufacturing 
practice. 

§ 182.1093 Sulfuric arid. 

ca> Product . Sulfuric acid. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1099 Tartaric acid. 

(a) Product. Tartaric acid. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1123 Aluminum sulfate. 

(a) Product. Aluminum sulfate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice, 

§.182.1127 Aluminum ammonium Mil- 
fate. 

(a) Product. Aluminum ammonium 
sulfate. 

(b) Conditions of use. This substance 
is generally recognized os safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1129 Aluminum potnuiuro *uJ- 
fntc. 

(a) Product. Aluminum potassium sul¬ 
fate. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1131 Aluminum sodium nulfatr. 

<a) Product. Aluminum sodium sul¬ 
fate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1133 Ammonium bicarbonate. 

(a) Product. Ammonium bicarbonate. 
<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1137 Ammonium carbonate. 

(a) Product. Ammonium carbonate. 
<b; Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1139 Ammonium hydroxide. 

(a) Product. Ammonium hydroxide. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1141 Ammonium phosphate. 

(a) Product. Ammonium phosphate 
(mono- and dibasic). 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 


§ 182.1143 Ammonium Milfnlr. 

(a) Product . Ammonium sulfate. 

<b> Conditions of use. This substance 
is generally recognized os safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1133 Bentonitr. 

(a> Product. Bentonite. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1163 Butane. 

<a> Product . Butane. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1180 Caffeine. 

(a> Product. Caffeine. 

<b) Tolerance. 0.02 percent. 

(C) Limitations, restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used in cola-type 
beverages in accordance with good 
manufacturing practice. 

§182.1191 Calcium carbonate. 

(a) Product. Calcium carbonate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1193 Calcium chloride. 

(a) Product. Calcium chloride. 

<b) Conditions of use. This substance 
Is generally recognized as safe when 
used in accordance with good manu¬ 
facturing practice. 

§ 182.1193 Calcium rilratc. 

(a) Product. Calcium citrate. 

<b) Conditions of use. This substance 
Is generally recognized as safe when 
used in accordance with good manufac¬ 
turing practice. 

§ 182.1199 Calcium gluconate. 

<a) Product. Calcium gluconate. 

<b> Conditions of use. This substance 
is generally recognized as safe when 
used in accordance with good manurac- 
turlng practice. 

§ 182.1203 Calcium hydroxide. 

(a) Product. Calcium hydroxide. 

<b) Conditions of use. This substance 
is generally recognized as safe when 
used in accordance with good manu¬ 
facturing practice. 

§ 182.1207 Calcium lactate. 

(a) Product. Calcium lactate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1210 Calcium oxide. 

(a) Product. Calcium oxide. 

<b> Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 
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§ 182.121? Calcium phosphate. 

ta> Product. Calcium phosphate 
^mono-. dl-, and tribasic). 

rb> Conditions of use. This substance 
is generally recognized as sale when used 
in accordance with good manufacturing 
practice. 

§ 182.1235 Cammrl. 

<a> Product. Caramel. 

(b> Conditions of use. This substance 
Is generally recognized as sale when used 
In accordance with good manulacturtng 

practice. 

§ 182.12 10 Carbon dioxide. 

<a> Product. Carbon dioxide. 

<b> Conditions of use. This substance 
Is generally recognized as sale when 
used in accordance with good manufac¬ 
turing practice. 

g 182.1275 Dextrin**. 

<a> Product. Dextrans of average mo¬ 
lecular weight below 100.000. 

<b) Conditions of use. This substance 
is generally recognized as sale when used 
in accordance with good manufacturing 
practice. 

§ 182.1295 Ethyl formate. 

<a> Product. Ethyl formate. 

<b> Tolerance. 0,0015 percent. 

<c> Limitations, restrictions, or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used as fumigant 
for cashew nuts in accordance with good 
manufacturing practice. 

§ 182.1320 Glycerin. 

'a> Product . Glycerin. 

<b) Conditions of use. This substance 
Is generally recognized as safe when 
used in accordance with good manufac¬ 
turing practice. 

$182.1324 Glyceryl monoMranitr. 

<a> Product. Glyceryly monostearate. 
<b> Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 

practice. 

§ 182.1355 Helium. 

<a> Product. Helium. 

<b> Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 

practice. 

8 * 32.1366 Hydrogen peroxide. 

(a) Product. Hydrogen peroxide. 

<b> (Reserved! 

<c> Limitations , restrictions, or ex- 
planation This substance is generally 
recognized as safe when used as a bleach¬ 
ing agent in accordance with good manu¬ 
facturing practice. 

$ 182.1400 Lecithin. 

<a> Product. Lecithin. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
Practice. 

S 182.1425 Mttgn eftium carbonate. 

(a) Product. Magnesium carbonate. 
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<b> Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1428 Magnesium hydroxide. 

(a) Product. Magnesium hydroxide. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1131 Magnesium oxide. 

(a) Product. Magnesium oxide. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1410 Magnesium stearate. 

<a> Product. Magnesium stearate. 

<b> (Reserved) 

<c) Limitations . restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used as migra¬ 
tory substance from packaging materials 
when used as a stabilizer in accordance 
with good manufacturing practice. 

§ 182.1480 Melhylccllulofte. 

(a) Product. U.8.P. methylcellulose. 
except that the methoxy content shall 
not be less than 27.5 percent and not 
more than 31.5 percent on a dry-weight 
basis. 

tb> Conditions of use . This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1500 Manoammonium glutamate. 

(a> Product . Monoammonium gluta¬ 
mate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1516 Monopota»*ium glutamate. 

(a) Product. Monopotassium gluta¬ 
mate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1510 Nitrogen. 

(a) Product. Nitrogen. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1545 Nitrous oxide. 

(a) Product. Nitrous oxide. 

(b) lReserved! 

(c) Limitations, restrictions . or expla¬ 
nation. Tills substance is generally recog¬ 
nized as safe when used as a propellant 
for certain dairy and vegetable-fat top¬ 
pings In pressurized-containers in accord¬ 
ance with good manufacturing practice. 

§ 182.1585 Papain. 

(a) Product. Papain. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 
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§182.1613 Potassium bicarbonate. 

(a) Product. Potassium bicarbonate. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1619 PotASftluin carbonate. 

(a> Product. Potassium carbonate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1625 Polonium citrate. 

<a> Product. Potassium citrate. 

<b> Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1631 Pnta«*ititn hydroxide. 

(a) Product. Potassium hydroxide. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1613 Puta*4ium »il1fatr. 

<a> Product. Potassium sulfate. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1655 Propane. 

(a> Product. Propane. 

<b) Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1666 Prop; Irnc glycol. 

(a) Product. Propylene glycol. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1685 Rennet. 

<a) Product. Rennet (rennin). 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§182.1711 Silica aerogel. 

(a) Product. Silica aerogel as a finely 
powdered microcell ular silica foam 
having a minimum silica content of 89.5 
percent. 

<b) r Reserved 1 

(c> Limitations, restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used as a com¬ 
ponent of an antl-foaming agent in ac¬ 
cordance with good manufacturing 
practice. 

§ 182.1721 Sodium acetate. 

(a) Product. Sodium acetate. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1736 Sodium bicarbonate. 

(a) Product. Sodium bicarbonate. 
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<b) Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.1742 Sodium rjirbonatr. 

(At Product . Sodium carbonate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1745 Sodium rnrboxyniethylcrllu- 

loM, 

(a) Product. Sodium carboxymethyl- 
cellulose is the sodium salt of carboxy- 
methylrellulose not less than 99.5 per¬ 
cent on a dry-weight basis, with maxi¬ 
mum substitution of. 0.95 carboxymethyl 
groups per anhydroglucose unit, and 
with a minimum viscosity of 25 centl- 
poises for 2 percent by weight aqueous 
solution at 25* C. 

fb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182*1748 Sodium cAccinnlr. 

(a) Product. Sodium caseinate. 

<b> Conditions of use This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1751 Sodium rilralr. 

(a) Product. Sodium citrate. 

<b> Conditions of use. This substance 
is generally recognized as safe w hen used 
in accordance with good manufacturing 
practice. 

§ 182.1763 Sodium hydroxide. 

(A) Product. Sodium hydroxide. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1775 Sodium prrtinatr. 

<a> Product. Sodium pectinate. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1778 Sodium plio*plintc. 

(a) Product. Sodium phosphate 

♦ mono-, di-. and tribaslc). 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1781 Sodium aluminum phos¬ 
phate. 

♦ a) Product Sodium aluminum phos¬ 
phate. 

<b) Conditions of use This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1792 Sodijitu M*»quicarbonalr. 

«a> Product. Sodium sesqulcarbonate. 
lb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 
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§ 182.1804 Sodium pola««ium Urlratr. 

(a) Product. Sodium potassium tar¬ 
trate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1810 Sodium lripolypho9ph«tr. 

(a) Product. Sodium trl poly phos¬ 

phate. 

<b) Conditions of use. This substance 
is generally recognized os safe when used 
in accordance with good manufacturing 
practice. 

6 182.1901 Inure! in. 

(a) Product. Triacetin fglyceryl tri¬ 
acetate). 

<b> Conditions of use. Tills substance 
is generally recognized as safe when tued 
in accordance with good manufacturing 
practice. 

§ 182.1911 Trfcthyl citrate. 

(a> Product. Trlethyl citrate. 

(b) Tolerance. 0.25 percent. 

(c) Limitations . restrictions , or ex¬ 
planation. This substance Is generally 
recognized as safe when used in dried egg 
whites in accordance with good manu¬ 
facturing practice. 

§ 182.1973 Beeswax. 

ta> Product. Beeswax ♦yellow^ wax). 
<b> Conditions of use. Tills substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1975 Ulrarhrd beeswax. 

<a> Product. Bleached beeswax (white 
wax). 

‘b> Conditions of use. This substance 
it generally recognized as safe when ii^d 
in accordance with good manufacturing 
practice. 

§ 182.1978 ('.artimjhu wax* 

♦ ft) Product. Camauba wmx. 
ib; Conditions of use. This substance 
is generally recognized as safe w hen used 
in accordance with good manufacturing 
practice. 

Subpart C—Anticaking Agents 
§ 182.2122 Aluminum calcium ftilimlc. 

(a) Product. Aluminum calcium sili¬ 
cate. 

<b) Tolerance. 2 percent. 

<c> Limitations, restrictions , or ex¬ 
planation. This substance is generally 
recognized as safe when used in table 
salt in accordance with good manufac¬ 
turing practice. 

§ 182.2227 Calcium «iliratc. 

<a> Product. Calcium silicate. 

<b) Tolerance. 2 percent and 5 percent. 
<c) Limitations. restrictions, or ex¬ 
planation This substance is generally 
recognized as safe when used at levels 
not exceeding 2 percent in table salt and 
5 percent in baking powder in accord¬ 
ance with good manufacturing practice. 

§182.2137 Magnesium ftilirale. 

(a) Product. Magnesium silicate. 


ib> Tolerance . 2 percent. 

<c> Limitations, restrictions . or ex¬ 
planation. This substance is generally 
recognized as safe when used in table 
salt in accordance with good manufac¬ 
turing practice. 

§ 182.2727 Sodium aluminmiUfAtr. 

(a) Product. Sodium aluminosilicate 
♦sodium sllicoaluminate). 

ib» Totcrance. This substance is gen¬ 
erally recognized as safe for use at a level 
not exceeding 2 percent in accordance 
with good manufacturing practice. 

§ 182.2729 Sodium calcium alumina. 
Mliruir. hydrated. 

♦ a) Product . Hydrated sodium calcium 
aluminosilicate (sodium calcium silica- 
aluminate), 

(biTo/crancc. This substance is gen¬ 
erally recognized as safe for use at a level 
not exceeding 2 percent in accordance 
with good manufacturing practice. 

§182.2906 Tricalciuni silicate. 

<a> Product. Tricalcium silicate, 
lb) Tolerance. 2 percent. 

<c) Limitations, restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used in table 
salt In accordance with good manufac¬ 
turing practice. 

Subpart D—Chemical Preservatives 
§ 182.3013 Ascorbic acid. 

(a) Product. Ascorbic acid. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3025 Capnlir «riil. 

(a) Product. Caprylic acid. 

(b> I Reserved 1 

(c> Limitations , restrictions , or ex¬ 
planation . This substance is generally 
recognized as safe when used in cheese 
wraps in accordance with good manufac¬ 
turing practice. 

§ 182.3041 Erythorbic arid. 

(a) Product. Erythorbic acid, 
ib' Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3081 Propionic arid. 

<a) Product. Propionic acid. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3089 Sorbic c.cid. 

(a) Product. 8orblc acid. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3109 Hiiodipropionic acid. 

(a) Product . Thiodlproplonic acid. 

♦b) Tolerance. Tills substance is gen¬ 
erally recognized as safe for use In food 
when the total content of antioxidants 
is not over 0.02 percent of fat or oil con- 
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tent, including essential (volatile) oil 
content of the food, provided the sub¬ 
stance is used in accordance with good 
manufacturing practice. 

§ 182.3149 \worhvl palmilatr. 

(a) Product. Ascorbyl palmltate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 

practice. 

§ 182.3169 Dul«latrfl liydrox^anitolr. 

(a) Product. Butylated hydroxyanl- 

sole. 

(b) Tolerance. This substance is gen¬ 
erally recognized as safe for use In food 
when the total content of antioxidants 
is not over 0.02 percent of fat or oil con¬ 
tent, Including essential <volatile) oil 
content of food, provided the substance 
Is used in accordance with good manu¬ 
facturing practice. 

§ 182.3173 llutvbtd hydrov toluene. 

<a> Product. Butylated hydroxytol- 

uene. 

(b) Tolerance. This substance Is gen¬ 
erally recognized as safe for use in food 
when the total content of antioxidants 
tr« not over 0.02 percent of fat or oil con¬ 
tent, Including essential 'volatile) oil 
content of food, provided the substance 
is used in accordance with good manu¬ 
facturing practice. 

§182.3189 Calcium ascorbate. 

<a> Product. Calcium ascorbate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 

practice. 

§182.3221 Calrium propionate. 

<a) Product. Calcium propionate. 

<b> Conditions of use . This substance 
U generally recognized as safe when used 
In accordance with good manufacturing 

practice. 

§182.3223 Calcium «orbote. 

ca) Product. Calcium sorbate. 

<b> Conditions of use . This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3280 Dilauryl tbiodipropionatc. 

<ft> Product. Dilauryl thiodtpropio- 

nate. 

«b> Tolerance. This substance Is gen¬ 
erally recognized as safe for use in food 
when the total content of antioxidants 
U not over 0.02 percent of fat or oil con¬ 
tent, including essential (volatile) oil 
content of the food, provided the sub¬ 
stance la used In accordance with good 
manufacturing practice. 

§ 182.3336 Gum guaiac. 

(a) Product. Oum gualac. 

<b> Tolerance. 0.1 percent (equivalent 
antioxidant activity 0.01 percent). 

(c> Limitations . rcsfrfcfions. or ex¬ 
planation This substance is generally 
recognized as safe when used in edible 
fats or oils in accordance with good 
manufacturing practice. 


§ 182.3616 PolntMum biMiliitr. 

(a) Product. Potassium bisulfite. 

(b) I Reserved I 

(c) Limitations, restrictions, or ex¬ 
planation. This substance Is generally 
recognized as sate when used in accord¬ 
ance with good manufacturing practice, 
except that it is not used in meats or in 
food recognized as source of vitamin B„ 

§ 182.3637 Pola««iiim mrtabUulfitc. 

(a> Product. Potassium metabteulflte. 
<b) I Reserved! 

<c> Limitations, restrictions, or ex¬ 
ploitation . Tills substance Is generally 
recognized as safe when used in accord¬ 
ance with good manufacturing practice, 
except that it is not used in meats or in 
food recognized as source of vitamin B,. 

§ 182.36-10 Pota**iun« rarbnlf. 

(a) Product. Potassium sorbate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3731 Sodium a soorbale. 

(a) Product . Sodium ascorbate. 

(b) Conditions of use. This substance 
is generally recognized as safe when 
used in accordance with good manufac¬ 
turing practice. 

§ 182.3739 Sodium bisulfite. 

(a) Product. Sodium bisulfite. 

(b) I Reserved 1 

(c) Limitations. restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used in accord¬ 
ance with good manufacturing practice, 
except that it is not used in meats or in 
food recognized as source of vitamin B,. 

§ 182.3766 Sodium met abUul file. 

(a) Product. Sodium metabisulfite. 

Cb) (Reserved! 

(c> Limitations. restrictions . or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used in accordance 
with good manufacturing practice, ex¬ 
cept that it is not used in meats or in 
food recognized as source of vitamin B ; . 

§ 182.3781 Sodium propiovtatt*. 

(a> Product. Sodium propionate. 

(b) Conditions of use. This substance 
is generally recognized as safe w*hen used 
in accordance with good manufacturing 
practice. 

§ 182.3793 Sodium ftorhati*. 

<a) Product. Sodium sorbate. 

<b> Conditions of use . This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.3798 Sodium sulfite. 

(ft) Product. Sodium sulfite. 

(b) lReserved) 

ic> Limitations, restrictions, or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used in accordance 
with good manufacturing practice, ex¬ 
cept that it Is not used in meats or in 
food recognized as source of vitamin B.. 


§ 182.3843 Stannou# chloride. 

(a) Product . Stannous chloride. 

<b> Tolerance. This substance is gen¬ 
erally recognized as safe for use at a 
level not exceeding 0.0015 percent calcu¬ 
lated as tin in accordance with good 
manufacturing practice. 

§ 182.3862 Sulfur dio\idr. 

(a) Product. Sulfur dioxide. 

(b) I Reserv ed I 

(c) Limitations . restrictions, or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used In accordance 
with good manufacturing practice, ex¬ 
cept that it is not used in meats or In 
food recognized as source of vitamin B,. 

§ 182.3890 Tocopherol#. 

(a> Product. Tocopherols. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

Subpart E—Emulsifying Agents 
§ 182.1029 Cholic acid* 

(a) Product. Cholic acid. 

(b> Tolerance. 0.1 percent. 

<c) Limitations, restrictions. or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used in dried egg 
whites in accordance with good manu¬ 
facturing practice. 

§ 182.4037 Dreoxyrholic arid* 

(ft) Product. Dcsoxychollc acid. 

(b) Tolerance. 0.1 percent. 

(c) Limitations, restrictions, or expla¬ 
nation This substance is generally rec¬ 
ognized as safe when used in dried egg 
u r hites In accordance with good manu¬ 
facturing practice. 

§ 182.4033 Glyrocliolir arid. 

(a) Product. Glycochollc acid. 

<b) Tolerance. 0.1 percent. 

(c> Limitations, restrictions, or expla¬ 
nation. This substance is generally rec¬ 
ognized ns safe when used in dried egg 
whites in accordance with good manu¬ 
facturing practice. 

§ 182.4101 Diarrtyl tartaric arid cMcn» 
of mono- and diglyreridr* of edible 
fat# or oils, or edible fat-forming 
fatly arid#. 

(a) Product. Diacetyl tartaric acid es¬ 
ters of mono- and diglycerides of edible 
fats or oils, or edible fat-forming fatty 
acids. 

(b) Conditions of use. This substance 
is generally recognized as safe when 
used in accordance with good manufac¬ 
turing practice. 

fi 182.4103 Tauroeholic acid. 

(a) Product. Tauroeholic acid (or Its 
sodium salt). 

<b) Tolerance. 0.1 percent. 

<c) Limitations . restrictions, or expla¬ 
nation. This substance is generally rec¬ 
ognized as safe when used In dried egg 
whites in accordance with good manu¬ 
facturing practice. 
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§ 182.1505 Mono- and diglyctridea of 
edible fah or oil*, or edible fut- 
forming arid*. 

<a) Product . Mono- and diglycerides 
of edible fats or oils, or edible fat-form¬ 
ing acids. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.1521 Mono-odium pho-phntc dr* 
riralivn of iimmio- und digtyreride* 
of edible fat* or oil*, or edible fat* 
forming fottv arid*. 

(a) Product. Monosodium phosphate 
derivatives of mono- and diglycerides of 
edible fats or oils, or edible fat-forming 
fatty acids. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.1560 Ox bile extract. 

<a> Product. Ox bile extract. 

<b> Totcrancc. 0.1 percent. 

(c) Limitations. restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used in dried 
egg whites in accordance with good man¬ 
ufacturing practice. 

§ 182.4666 Propylene glycol. 

<a> Product. Propylene glycoL 
<b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

Subpart F—Nutrients and/or Dietary 
Supplements* 

§ 182.5013 Ascorbic arid. 

<a) Product. Ascorbic acid. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5017 A«partic arid. 

ta> Product. Aspartic acid <L- and 
DL forms). 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5049 Aminoucctic acid (glycine), 

la* Product . Glycine laminoacetlc 
acid). 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5065 Linolrtr arid. 

<a/ Product. Linoleic acid prepared 
from edible fats and oils and free from 
chickedema factor. 

lb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.5)18 Alanine. 

(a) Product . Alanine (L- and DL- 
fonns). 


u Amino acids listed In this rubpart may 
be free hydrochloride salt, hydrated, or an¬ 
hydrous form, where applicable. 
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ib) Conditions of use. This substance 
is generally recognized as safe when, used 
in accordance with good manufacturing 
practice. 

§ 182.5145 Arginine. 

<a> Product. Arginine iL- and DL- 
forms). 

ib> Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5159 Biotin. 

(a) Product. Biotin, 
cb) Condfflonj of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5191 Calcium carbonate. 

la) Product. Calcium carbonate. 

ib» Conditions of use. This substance 
is generally recognized os safe when used 
in accordance with good manufacturing 
practice. 

.§ 182.5195 Calcium citrate. 

(a) Product. Calcium citrate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5201 Calcium glycerophosphate. 

(a) Product. Calcium glycerophos¬ 
phate. 

lb) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5210 Calcium oxide. 

la) Product. Calcium oxide. 

lb) Conditions of use. This substance 
is generally recognized as safe w’hen used 
in accordance with good manufacturing 
practice. 

§ 182.5212 Calcium pantothenate. 

(a) Product. Calcium pantothenate, 
ib) Conditions of use . This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5217 Calcium phosphate. 

(a) Product. Calcium phosphate 
(mono-, di-, and trtbaslc). 

ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5223 Calcium pyrophosphate. 

(a) Product. Calcium pyrophosphate, 
lb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5230 Calcium "utfatc. 

la) Product. Calcium sulfate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5245 Carotene. 
ia) Product. Carotene. 


ib) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacture^ 
practice. 

§ 182.5250 Choline hitartrnlc. 

• a) Product. Choline bitartratc. 
ib) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacture g 
practice. 

§ 182.5252 Choline eldoride. 

ia) Product. Choline chloride. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.5260 Copper gluconate. 

<a> Product. Copper gluconate. 

ib) Conditions of use. This substance 
is generally recognized as safe for use at 
a level not exceeding 0.005 percent in ac¬ 
cordance with good manufacturing prac¬ 
tice. 

§ 182.5265 C.uprou* iodide. 

ia) Products. Cuprous iodide. 
ib> Tolerance. 0.01 percent. 

ic) Limitations . restrictions, or expla¬ 
nation. This substance is generally recog¬ 
nized as safe when used in table salt as 
a source of dietary iodine in accordance 
with good manufacturing practice. 

§ 182.5273 Cyst me. 

(a) Product. Cysttne <L- and DL- 
forms). 

ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5301 Ferric phosphate. 

(a) Product . Ferric phosphate. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5304 Ferric pyrophosphate. 

(a) Product. Ferric pyrophosphate. 

<b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5306 Ferric sodium pyrophos¬ 
phate. 

<b> Product. Ferric sodium pyrophos¬ 
phate. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5308 Frrrott* gluconate. 

(a) Product. Ferrous gluconate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5311 Frrrou* lactate. 

(a) Product. Ferrous lactate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 
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§182.3315 Fcrrou* Mil fair. 

(a) Product. Ferrous sulfate. 

<b> Conditions of use. This substance 
is generally recognized ns safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5361 Hi.'tulinr. 

(a) Product. Histidine <L~ and DL- 

forms). 

(b) Condi/Ions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 

practice. 

§ 182.5370 InoMtoI. 

<a> ProducMnositoL 
<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 

practice. 

§ 182.5375 Iron reduced. 

<a) Product . Iron reduced. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5381 Iftolrurinc. 

ia) Product. Isoleucine <L- and DL- 

forms). 

'b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5106 Ixuiinr. 

ia) # Product. Leucine <L- and DL- 

forms). 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5111 l,>»inr. 

<a> Product. Lysine (L- and DL~ 
forms). 

ib> ConditioTts of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5431 Magnesium oxide. 

‘ a> Product. Magnesium oxide. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 

practice. 

§ 182.5434 Magnesium phosphate. 

<a) Product. Magnesium phosphate 
<di« and tribasic). 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.3413 Magncoiuni mi I fate. , 

<a) Product. Magnesium sulfate. p 
‘b» Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

s; 182.5146 Manganese chloride. 

<a> Product. Manganese chloride. 

( b> Conditions of use. This substance 


is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3119 M jingo nr *e citrate. 

fa> Product. Manganese citrate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5152 Mani;atir*r gluronatc. 

< o > Productt Manganese gluconate. 

• b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice 

§ 182.5455 Manganexe glyrernpho*- 
phate. 

<a> Product. Manganese glycerophos¬ 
phate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5458 Manganese hjpopho^phite. 

<a> Product. Manganese hypophos- 
phite, 

♦ b> Conditions of use . This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5461 MitnjptnrM* Milfulc. 

<a> Product. Manganese sulfate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5161 Munsunotm oxidr. 

(a) Product. Manganous oxide. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5170 Mannitol. 

(a) Product. Mannitol. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5475 Methionine. 

(a) Product. Methionine. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5477 Methionine hydroxy analog 
and it* ralriutn nail*. 

(a) Product. Methionine hydroxy ana¬ 
log and its calcium salts. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5530 Niacin. 

(a) Product. Niacin. 

(b) Conditions of use. Thi$ substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 


§ 182.5535 Nturinatnidr. 

(a) Product. Niacinamide. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5580 D*Paniothcn>I alcohol. 

(a) Product. D-Pantothenyl alcohol. 

(b) Conditions of use. This substance 
is generally recognized as safe w’hen used 
in accordance with good manufacturing 
practice. 

§ 182.5590 Phenylalanine. 

(a) Product. Phenylalanine (L- and 
DL-forms). 

<b> Conditions of use This substance 
is generally recognized as safe when 
used in accordance with good manufac¬ 
turing practice. 

§ 182.5622 Pota**ium rhloridr. 

(a) Product. Potassium chloride. 

(b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5628 Pol*%aiunt glycerophosphate. 

(a) Product. Potassium glycerophos¬ 
phate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5634 Pota»«iiun iodide. 

(a) Product. Potassium iodide. 

(b) Tolerance. 0.01 percent. 

(c > Limitations, restrictions , or expla¬ 
nation. This substance is generally recog¬ 
nized as safe when used in table salt as a 
source of dietary’ iodine in accordance 
with good manufacturing practice. 

§ 182.5650 Prolific. 

(a) Product. Proiine (L- and DL- 
forms). 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5676 Pyridoxinr hydrochloride. 

(a) Product. Pyridoxine hydrochlo¬ 
ride. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5695 Riboflavin. 

(a) Product. Riboflavin. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance yith good manufacturing 
practice. 

§ 182.5697 Rlboflavin-5-phoxphatc. 

<a> Product. Riboflavin-5-phosphate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5701 Serine. 

(a) Product. Serine (L- and DL- 
forms). 
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ib> Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.3772 Sodium pant«»thcnate- 

la) Product. Sodium pantothenate. 

(b) Conditions of use . This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5778 Sodium pho*phutr. 

(a> Product. Sodium phosphate 

(mono-, di-. and tribasic). 

ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5875 Thiamine hydrochloride. 

ia> Product. Thiamine hydrochlo¬ 
ride. 

lb) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5878 Thiamine mononitrate. 

ifti Product. Thiamine mononitrate. 
<b> Conditions of use . This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5881 Threonine. 

(a) Product. Threonine iL- and DL- 
forms). 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

g 182.5890 TofophctoU, 

la ) Product. Tocophcruls. 

«b )~ Conditions of use. This substance 
Is generally’ recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5892 a-Tocophcrol acetate. 

(a ) Product. a-Tocopherol acetate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

g 182.5915 Tryptophane. 

<a> Product . Tryptophane iL- and 
DL-forms). 

ib> Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5920 Tyrosine. 

ia) Product. Tyrosine <L- and DL- 
forms j. 

<b) Conditions of use This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5925 Vnluw*. 

<a) Product. Valine fL- and DL- 
forms). 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 
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§ 182.5930 Vitamin A. 

la) Product. Vitamin A. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5933 Vitamin A acetate. 

la) Product. Vitamin A acetate. 

lb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5936 Vitamin A pulmitatc. 

fa) Product. Vitamin A palmitate. 
lb> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.3943 Vitamin Bo 

<a> Product. Vitamin Bn. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5950 Vitamin D r . 

(a) Product. Vitamin D,. 
lb) Condition of use. This substance 
Is generally recognized as safe w’hen used 
in accordance with good manufacturing 
practice. 

§ 182.5953 Vitamin Dm 

la) Product. Vitamin Dr. 

lb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

8 182.5983 Zinc chloride. 

(a) Product. Zinc chloride. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.5988 Zinc gluconate. 

la) Product. Zinc gluconate. 

lb) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

8 182.5991 Zinc oxide. 

ta> Product. Zinc oxide, 
lb) Conditions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5994 Zinc tteprate. 

ia> Product. Zinc stearate prepared 
from stearic acid free from chick edema 
factor. 

lb) Conditions of use This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.5997 Zinc mlfate. 

<a> Product. Zinc sulfate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 


Subpart G—Sequestrarrts w 

§ 182.6033 Citric arid. 

ia) Product. Citric acid. 

ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

8 182.6035 Sodium acid phosphate. 

ia) Product. Sodium acid phosphate 
lb) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing: 
practice. 

§ 182.6099 Tartaric acid. 

i a > Product. Tartaric acid. 

ib) Condit ions of use. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.6185 Calcium acetate. 

ia) Product. Calcium acetate. 

(b) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6193 Calcium chloride. 

(a) Product. Calcium chloride. 

ib) Conditions of use . This substance 
is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.6195 Calcium cilratr. 

(a) Product. Calcium citrate. • 
ib) Conditions of use. This substance 
U generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6197 Calcium diarctate. 

<a) Product. Calcium diacetate, 
ib) Conditions of use. This substance 
Is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6199 Calcium gluconate. 

l a) Product. Calcium gluconate, 
ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6203 C-ulrium hexametnplioM- 
phalc. 

(a) Product. Calcium hexametaphos- 
phate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6215 Monobasic calcium phos¬ 
phate. 

(a) Product. Monobasic calicum phos¬ 
phate. 

* ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 


'•For the purpoee of tht* subpart, no at¬ 
tempt baa been made to designate those se¬ 
quent rants that may also function as chemi¬ 
cal preservatives. 
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§ 182.6219 Calcium pli> Ule. 

<a> Product. Calcium phytate 
<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6285 I>ijH>ljL"Mum pltO'pJuttc. 

4a) Product. Dipotosslum phosphate. 
<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6290 Di-odium plio*plialr. 

<a» Product. Disodium phosphate. 

»b) Conditions of use. Tills substance 
is generally recognized os safe when used 
in accordance with good manufacturing 
practice. 

§182.6386 l«oprop>l citrate. 

ia) Product. Isopropyl citrate. 

ib) Tolerance. This substance is gen¬ 
erally recognized os safe for use at a level 
not exceeding 0.02 percent in accordance 
with good manufacturing practice. 

§ 182.6511 MunnUoprop?! citrate. 

(a) Product. Monoisopropyl citrate. 
<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6625 l*u«av*ium «*ilratr. 

fa) Product. Potassium citrate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6751 Sodium citrate. 

<a> Product. Sodium citrate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§182.6751 So4lium diiirclntr. 

<a) Product. Sodium diacetate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6757 Sodium cluroiiulc. 

<a> Product. Sodium gluconate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6760 Sodium lie-\«mriaip|io*ptuitc. 

(a) Product. Sodium hexametaphos- 
phate. 

<b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6769 Sodium iitrltfpltotpltcilr. 

<a> Product. Sodium metaphosphatc. 
ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 


§ 182.6778 Sodium phosphate. 

<a> Product. Sodium phosphate 
(mono-, di-. and tribaak). 

U>> Conditions of use. This substance 
is generally* recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6787 Sodium p> roplio«pliatc. 

«a> Product. Sodium pyrophosphate 
<b» Conditions of use. Tills substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6789 T«'lra -odium pvrophoaphatc. 

ia) Product. Tctra sodium pyrophos¬ 
phate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacuring 
practice. 

§ 182.6801 Sodium tartrate. 

(ft) Product. Sodium tartrate. 

ib) Conditions of itse. This substance 
Is generally recognized as safe when used 
In accordance with good manufacturing 
practice. 

§ 182.6804 Sodium potassium tartrate. 

(a) Product. Sodium potassium tar¬ 
trate. 

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6807 Sodium thiosulfate. 

ia) Product , Sodium thiosulfate, 

(b) Tolerance. 0.1 percent. 

*c) Limitations, restrictions, or ex¬ 
planation. This substance is generally 
recognized as safe when used in salt In 
accordance with good manufacturing 
practice. 

§ 182.6810 Sodium tripolypliotplimlr. 

ia> Product. Sodium tripolyphosphutc. 
<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.6851 Steuryl citrate. 

ia> Product Stearyl citrate. 

«b> Tolerance . This substance is gen¬ 
erally recognized as safe for use at & level 
not exceeding 0.15 percent in accordance 
w Ith good manufacturing practice. 

Subpart H—Stabilizers 

§ 182.7115 Vgur-ugar. 

(a) Product. Agar-agar. 

<b) Conditions of use. Thte substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.7133 Vmmoiiium algitiAlr. 

(a) Product. Ammonium alginate. 

<b> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.7187 f atrium algimitr. 

<a> Product. Calcium alginate. 


ib) Conditions of use. This substance 
is generally’ recognized as safe w hen used 
in accordance with good manufacturing 
practice. 

§ 182.7255 Clmndru* extrart. 

<a» Product. Chondrus extract «car- 
rageenin). 

ib) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice 

§ 182.7610 I*ola»*ium alginate. 

• a) Product. Potassium alginate. 
ib> Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice. 

§ 182.772 I Sodium algitt.ilr. 

(a) Product Sodium alginate. 

<b) Conditions of use. This substance 
is generally recognized as safe when 
used in accordance with good manufac¬ 
turing practice. 


PART 184—DIRECT FOOD SUBSTANCES 
AFFIRMEO AS GENERALLY RECOC 
NIZED AS SAFE 

Subpart A—General Provision* 

Sec. 

184 1 Substance*- add'd directly to hu¬ 
man food affirmed a* generally 
recognized as«afe .OR AS). 

Subperl 8—listing of Specifx Substance* 
Affirmed •» GRAS 

184.102! Benzoic acid 

184 1 271 L-Cyateine 

184.1272 L-Cy* trine monohydrochlorldr 

184.2282 Dill and lLi derivative; 

184.1203 Ethyl Alcohol. 

184 1317 Oarllc and it* derivative* 

184.1330 Acacia igum arable). 

184.1333 OumghAtti. 

184.1338 Guar gum 

164.1343 Locum icarob) bean gum. 

184.1348 Karaya gum t aterculu gum ) 

284 135! Gum tragacanth. 

184 1480 MethTlpambcn 
184.1880 Propyl gallate. 

184 1870 Propylparaben 
184.1890 Oil of rue. 

184 1733 Sodium benzoate 
184.1835 Sorbitol 
184.1983 Bakers yea«t extract 

Authoritt: See* 409. 701. 62 Stat. 1056 
1068 a* amended. 72 Stat. 1788-1788 a*> 
amended (21 US.C. 348. 371). unlaui other¬ 
wise noted. 

Subpart A—General Provisions 

§ V It I. I $tfli*tnnrr* adilnl diivrth to 
liiimnn food affirnird n- crnrntllv 
rrni-ni/d *» Mifc (GRAS). 

<a> The direct human food ingredi¬ 
ents listed in thLs section have been re¬ 
viewed by the F'ooci and Drug Adminis¬ 
tration and determined to be generally 
recognized as safe GRAS) for the pur¬ 
poses and under the conditions pre¬ 
scribed. The regulations in this section 
shall sufficiently describe each ingre¬ 
dient to identify the characteristics of 
the ingredient that has been affirmed 
as GRAS and to differentiate it from 
other possible versions of the ingredient 
that have not been affirmed us GRAS 
Ingredients affirmed os GRAS in thi< 
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section may also be used as components 
of articles that contact food, subject to 
any limitations prescribed In Parts 174, 
175. 176, 177. 178. or 5 179.45 of this 
chapter or in Part 186 of this chapter. 

< b) Any use levels included in this sec¬ 
tion represent maximum use levels under 
current good manufacturing practices. 
This section does not authorize addition 
of any level of an ingredient to a specific 
food above the amount reasonably 
necessary to accomplish the intended 
effect. 

(1) If the ingredient is affirmed as 
GRAS with no limitation other than good 
manufacturing practice, it shall be re¬ 
garded as GRAS if its conditions of use 
are not significantly different from those 
reported in the regulation as the basis 
on which the GRAS status of the sub¬ 
stance was affirmed. If the conditions of 
use are significantly different, such use 
of the substance may not be GRAS. In 
such a case, a manufacturer may not 
rely on the regulation as authorising the 
use but must independently establish 
that the use is GRAS or must use the 
substance in accordance with a food ad¬ 
ditive regulation. 

<2> If the ingredient is affirmed as 
GRAS with specific limitation(s). it shall 
be used in food only within such limlta- 
tion(s), including the category of 
food's). the functional use's) of the in¬ 
gredient. and the level fsi of use. Any use 
of such an ingredient not in full com¬ 
pliance with each such established limi¬ 
tation shall require a food additive 
regulation. 

(3> If the ingredient Ls affirmed as 
GRAS for a specific use. without a gen¬ 
eral evaluation of use of the ingredient, 
other uses may also be GRAS. 

<c> The listing of a food Ingredient 
in this section does not authorize the use 
of such substance in a manner that may 
lead to deception of the consumer or to 
any other violation of the act. 

id) The listing of more than one in¬ 
gredient to produce the same techno¬ 
logical effect does not authorize use of a 
combination of two or more ingredients 
to accomplish the same technological 
effect in nny one food at a combined 
level greater than the highest level per¬ 
mitted for one of the ingredients. 

(e> If the Commissioner of Pood and 
Drugs is aware of any prior sanction for 
use of an ingredient under conditions 
different from those proposed to be af¬ 
firmed as ORAS. he will concurrently 
propose a separate regulation covering 
such use of the ingredient under Part 181 
of this chapter. If the Commissioner 
Is unaware of any such applicable prior 
sanction, the proposed regulation will so 
state and will require any person who 
intends to assert or rely on such sanc¬ 
tion to submit proof of its existence. Any' 
regulation promulgated pursuant to this 
section constitutes a determination that 
excluded uses would result in adultera¬ 
tion of the food in violation of section 402 
of the act, and the failure of any person 
to come forward with proof of such an 
applicable prior sanction in response to 
the proposal will constitute a waiver of 
the right to assert or rely on such sanc¬ 
tion at any later time. The notice will 


RULES AND REGULATIONS 

also constitute a proposal to establish a 
regulation under Part 181 of this chapter, 
incorporating the same provisions. In the 
event that such a regulation is deter¬ 
mined to be appropriate as a result of 
submission of proof of such an applicable 
prior sanction In response to the pro¬ 
posal. 

(f> The label and labeling of the in¬ 
gredient and any intermediate mix of 
the ingredient for use in finished food 
shall bear, in addition to the other label¬ 
ing required by the act: 

< 1 > The name of the ingredient 

(2> A statement of concentration of 
the ingredient in any intermediate mix. 

(3> Adequate information to assure 
that the final food product may comply 
with any limitations prescribed for the 
Ingredient. 

Subpart B — Listing of Specific Substances 
Affirmed as GRAS 

§ 181.1021 Brnxoic arid. 

(a) Benzoic acid is the chemical ben- 
zenecarboxylic acid (C:H«0»>. occurring 
in nature in free and combined forms. 
Among the foods in w'hlch benzoic acid 
occurs naturally are cranberries, prunes, 
plums, cinnamon, ripe cloves, and most 
berries. Benzoic acid is manufactured 
by treating molten phthalic anhydride 
with steam in the presence of a zinc ox¬ 
ide catalyst, by the hydrolysis of benzo- 
trichloride, or by the oxidation of toluene 
with nitric acid or sodium bichromate or 
with air in the presence of a transition 
metal salt catalyst. 

<b> The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 2d 
Ed. (1972) ". 

<c) The ingredient is used as an anti¬ 
microbial agent as defined in i 170.3(o) 
<2> of this chapter, and as a flavoring 
agent and adjuvant as defined In 5 170.3 
<oh12> of this chapter. 

<d> The ingredient is used in food at 
levels not to exceed good manufacturing 
practice. Current usage results In a max¬ 
imum level of 0.1 percent in food. (The 
Food and Drug Administration has not 
determined whether significantly dif¬ 
ferent conditions of use would be GRAS). 

• e) Prior sanctions for this ingredient 
different from those uses established in 
this section, or different from that set 
forth in Part 181 of this chapter, do not 
exist or have been waived. 

§ 181.1271 L-C.vMrinc. 

<a» L-Cysteine Is the chemical L-2- 
amino-3-mercaptopropanolc acid (CsH - 
ONS*. 

<b) The ingredient meets the appro¬ 
priate part of the specification set forth 
in the Food Chemicals Codex, 2d Ed. 
11972» 41 for L-cysteine monohydrochlo¬ 
ride. 

<c> The ingredient is used to supply 
up to 0.009 part of total L-cysteine per 
100 parts of flour in dough as a dough 
strengtliener as defined in { 170.3<o)(6> 
of this chapter in yeast-leavened baked 
goods and baking mixes as defined in 
5 170.3(nxi) of this chapter. 


1 Cap lew may be obtained from: The Na¬ 
tional Academv of Sciences. 2101 Constitu¬ 

tion Ave NW, Washington. DC. 20037. 


<d> This regulation is issued prior to 
a general evaluation of use of this in¬ 
gredient in order to affirm as GRAS the 
specific use named. 

§ 181.1272 L-Cysteii»C nionoli* dr<xlili»- 

ride. 4 

<a> L-Cysteine monohydrochloride is 
the chemical L-2-amino-3 -mcrcaptopro 
ponolc acid monohydrochloride mono- 
hydrate (C^HOJSS HC1 HO). 

<b) The ingredient meets the specifi¬ 
cations of Food Chemicals Codex. 2d Ed 
(1972>. H 

(c) The ingredient is used to supply 
up to 0.009 part of total L-cysteine per 
100 parts of flour in dough as a dough 
strengthener as defined in 5 170.3fo) i6> 
of this chapter in yeast-leavened baked 
goods and baking mixes as defined in 
f 170.3<nXl) of this chapter. 

<d> Tills regulation is issued prior io 
a general evaluation of use of this in¬ 
gredient in order to affirm as GRA8 the 
specific use named. 

§ 181.1282 Dill nnd it* drrhathr*. 

<a> Dill (American or European* is 
the herb and seeds from Antthum gra- 
vcolcns L., and dill (Indian) is the herb 
and seeds from Anethum sowa, D.C. Its 
derivatives include essential oils. oleo* 
resins, and natural extractives obtained 
from these sources of dill. 

(b) Dill oils meet the description and 
specifications of the Food Chemicals Co¬ 
dex. 2d Ed. (1972> , n 

<c) Dill and Its derivatives are used 
as flavoring agents nnd adjuvants as de¬ 
fined in 5 I70.3(owi2> of this chapter 
(d> The ingredients are used in food 
at levels not to exceed good manufac¬ 
turing practice. 

(e) The requirement of 5 184.1 <f) (2) 
is optional. 

<f> Prior sanctions for these ingredi 
ents different from the uses established 
in this section do not exist or have been 
waived. 

§ 181.1293 Ethyl alcohol. 

(a) Ethyl alcohol (ethanol) is the 
chemical C.HGH. 

<b) The ingredient meets the speci¬ 
fications of the Pood Chemicals Codes 
2d EcL (1972 ) u an d the formula require¬ 
ments of 26 CFR Part 212. 

(c) The ingredient is used as an anti¬ 
microbial agent as defined in 5 170.3(0) 
(2> of this chapter on pizza crusts prior 
to final baking at levels not to exceed 
2.0 percent by product weight. 

<d> This regulation is issued prior to 
general evaluation of use of tills ingredi- 
ent In order to affirm as GRAS the spe¬ 
cific use named. 

§ 184.1317 Garlic and il«* derivative*. 

(a> Garlic is the fresh or dehydrated 
bulb or cloves obtained from AUium 
sativum , a genus of the lily family. Its 
derivatives include essential oils, oleo- 
resins, and natural extractives obtained 
from garlic. 

(b> Garlic oil meets the specifications 
of the Food Chemicals Codex. 2d Ed. 
(1972). 1 11 

(c> Garlic and its derivatives are used 
as flavoring agents and adjuvants as de- 
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fined In } 170.3<oh 12» of this chapter. 

<d) The ingredient are used In food 
at levels not to exceed good manufactur¬ 
ing practice. 

<e) The requirement of J 184 I if m 2? 
is optional. 

<f) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 


§ 181.1330 Aracbi (xtmi ambir), 

<a> Acacia <gum arable) is the dried 
gummy exudate from steins and 
branches of trees of various species of 
the genus Acacia, family Leguminosae. 

<b) The ingredient meets specifica¬ 
tions of the Food Chemicals Codex, 2d 
Ed. <1972) /* * * § * * * * * * * 

<c> The ingredient is used in food 
under the following conditions: 


1/ o xituum hai ig/c I* vet a permitted 
Kood (aa*rrv«!) Wnt.il Kmnllim 


Hfvnmnt ui»d brvrriw*' l mm, m IrftVm 0 

«R) qf Ihb 


Owliifi rum, *•♦*. 4? «(*I»U . « 


Confacthst* ami fruMiiicn. m* 170t<»»)i'ii of It I 
Ihb chopife. 

Dairy pro'turt me. »7<U<nHH?i at I 3 

tiuidiBplrr. 

Kata anti oil*, *rr. l74US<u) (12) Of Uib rimpt** 1. \ 

* IrUUn*. itixMinr*. a* fllliiKps me. I70.1i u l : \ 

(Zt) Of tub rJtajKrf. 

Uanl can*Iv oud cough <lrof», we. iTtUui* «»> ft 

(3ft) Of UiU ehapUf. 

NuU aivl nut product*. mte. ITOlhnXftS) of Hi 
thb clutpUT. 

Smirk footle. IT<U<n i (Zt) of thia ch-ipl**’ » 0 

Soft mtif, me. of tlill efioirW *V 0 


AHolli#r rn.Mna.ifmi,-* | it 


gtmilailk'r and tuuuhilk* sill, we. I70.ftfo>*s.» uf tliU 
fhapU*. Iiiv»«lir< agrtil «4Ml adjuraiil, we. I70.i(n)f Uf 
UiWi chapter; lnrumUtifi.i old, Me t?Q.5u»)(14> of till* 
* hoplnr; stoUlUrr and Uiick^nrr, me. IT&KoX’JKt of liila 
dopin'. 

Kftavorlnt wilt and wHumnt. me. 170.3f»;(1?) of l Id* 
chapter; fcwniuiaXou wd, an*. 17a*(«))(14) of tab chapter; 
luinwvtaiit, ***c. 17044oKI6) of Ihb rhtiplcr, touftinn 
fwiU!nn< me. I7 Ol 3(*»)(R0) <4 Ihb chant* r. 

Komi ul.itU ni tiH. am*. I70.foo)(l41 of llih* clapirr; slnbltlu* 
and IhickcJirr, wr I70,3t«>) CJS) ot Ihb chapter; aurln^ 
lknb»iii^ agent. Sue I7CU(OX40> <4 ihb rJiapter. 

Korina? iU »i aid. in*. }70.R(i>)<14) of thH chapter; «tahJlit*r 
and UikuMftar. WC- ITOKcriQM) of Ihb chapter. 

Konnnt ilioo aid. we 170.1(0X14) of UlU chapter; oUlulbrt 
and tHicfcrnr*. wc. t?0.8ia)tfB) of t!»b chapter. 

KmuLdiW ohI crnuldrW wit. an*. I70.8(o)<tt) nf this ctmp- 
ter- InmiutaUan aid, we 170-4(0X14) of ItUa chapter; 
#t*mli*rr and thlrlumrr. me. ITDJhdCPii of UiU • haph r 
flavoriirt atcnl and adlurom, me. l*aS(o\(iy> of thb 
chapter; formulation aid, nor. 17G4*o)fl4) nf th* . haptrf. 
Korniut ♦*loo aid. me. 170JMo)<ll) of thb chapter, mirCw-r- 
fUbhJnc o*ent, «w. 170J(o)(10) of ltd* chapter 
KtoulsttW arid amuMfbr rail, me. l?,%3(o)U9) of ihb chap¬ 
ter tarmufuLMni aid. on** 1704{oHM) of thb dSnaU't. 
RwanlOgr ami emiihXW* sail, him*. l*0.aioX4) of llita chap¬ 
ter. ru*mo« m*. mi, me. 171X410)110) of Uiia rluiiUr. Uuvin* 
*m* and adpivant. o***. 170..dto>(12) of Uiia cha|»U>r. 

fornuilutMNi md. wc. 170.31*0(141 of llib chap (nr, liumcv- 
Unt. arc. 170.4(0)(10? of Ihb (Auitir, auhUiacr and 
ihick"•»<*, mmi. ITflLBnOcJI? 1 4 CM* dapUir; mrlmr*- 
n olnlliter a««*»il. and. I704’.oi(30) nf tltb cltuplrr. 
KmuHlhcr mul mnuktOr/ atll. rr. l7U.l(o)(H) of Ihi* 
chapter, llavgrina a<nnt aod ad)tnraol. we. t70.ft|o)(14) 
*4 Ihb chapter; brondatlou aid. ihn*. 17(U(o?U 4) of Ihb 
dinntrr, pnxvmhit aid. m^*. t7«.3io)f34) <4 tlila chairlrf; 
auUliKcr attd nioknitar. me. 170l34«» ■ .**i of tbix chapter 
.iirfor«*-(iiitaldii|t iirent. arc. 170JMo)l4f» of Ihb cfiopler*. 
levtllrtMT, me. 1704*0)137) *4 Ihb chapter. 


id) The requirement of #184 i‘l)t 2 > 

Is optional. 

<e> Prior sancUons for this Ingredient 
different from the uses established in this 
section do not exist or have been waived. 

§ 181.1333 Cum glialli. 

(a) Gum ghatU <Indian gum? is an 
exudate from wounds in the bark of 
Anooeixsus lotifolia, a large tree found 
In the dry deciduous forests of India and 
Ceylon. 

<b) TTie ingredient complies with Uie 
following specifications: 

<1> Viscosity of a t-percent solution 
Not less than the minimum or within the 
range claimed by the vendor. 

<2) Limits of impurities— <i) Arsenic 
i as AL >. Not more than 3 parts per mil¬ 
lion <0.0003 percent): 

<ii) Ash tacid-insolnblc*. Not more 
than 1.75 percent; 


i111) Ash <total). Not more than 6 0 
percent; 

<hr) Heavy metals i as Pb). Not more 
than 40 parts per million <0.004 percent): 
and 

<v) Lead. Not more than 10 parts per 
million *0.001 percent). 

*3) Loss on drying. Not more than 14 
percent dried at 105* C tor 5 hours. 

i4) identification test. Add 02 ml of 
diluted lead subocetate (basic lead ace¬ 
tate, AOAC. 12lh Ed. 1975. Section 31.164 

*b)) 1 to 5 ml of a cold l-in-100 aqueous 
solution of the gum. An immediate, vol¬ 
uminous, opaque precipitate indicates 
acacia. A small precipitate or clear solu¬ 

tion which produces an opaque flocculent 
precipitate upon the addition of 1 ml of 
3 N ammonium hydroxide Indicates gum 
ghattl. 

<c) The ingredient is used in food 
imder the following conditions: 


1 tasiwum usagt! I* t el* permitted 


Koo*t tall wrvMl) IViwtnl Kotv Ooo 


IWvtvatfiw iuut bevefoe* 1 •«««*, iknhi1*'*4hi1m 0L J RtouUWWit uwi • umUii’Hr mil, »»» l)0.S<o)<9) »>f Ilib 

mtt. 170J(»0(3? of Uib chapter. ***&?' . . u . ... 

All oOvn fool •‘nlntorir* t EaioiiOw Otxl mrnWlW wit, me. ]70J<o)<4) of U4 n 


•*Copl«e may be obtained from: The Nn- •Copies may be obtained from: Awtoclatlon 
ttonal Academy of Sciences. 3101 Const! tu- of omcial Analytical Chemlsta. P.O. Box 540, 
lion Ave NW , Wsahlngton. DC 20037 Benjamin Franklin Station. Washington. DC 

20044 
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(d> Prior sanctions for this ingredient 
different from the uses established In this 
section do not exist or have been waived. 

§ 184.I33*> (•iiur cum. 

'a> Ouar gum is the natural substance 
obtained from the maceration of the seed 
of the guar plant. Cyamopsis tetra - 


uonoloba < Linno Taub.. or CyamopHs 
psaraloides <Lam.i D.C. 

<b) The ingredient meets specifications 
of the Food Chemicals Codex. 2d Ed. 
<1972) . M 

(c> The ingredient is used in food un¬ 
der the following conditions: 


Ud/iwiNW ut'tiji irrr/n permitted 


f ood m rrwll lVrnml 


Kunrtmtt 


B^lKiKHhaiullKiViMj mi\io.v- 17a.3(rtt(|) 
of lllu chapter. 

ftahokfa*c#cmbu mr. 1703(n>(4* oCIliin 
Ur. 

( 'tymm. an* 170.J f iH5) of Ihi* chapter 

Hoary prmfartr anakc*. wc. l7U3'n"IOt of 
that rbopCrr. 

F^Uumlolk.Wf. i70J''nlfl2)af thb rlupter 

• irarirv. and **iu*n. me. ITO^f.ujuf ) of Uib 
chop lee. 

i«na ofMtVftis*. comnwn i«l. **• IT«3(n}<»> 
of Ihb diopter 

Milk product*. me. 1703(h) (Si v of thii chap* 

for. 

I'nacMrrf rttH iliW wid rrflrloUi* JiiSutt. 
arc. ITOJCuHM) of tLb rluu>t«*r 

Soups and KM 1 |> uuxor. me. 1783'n) (*0> of (hit 
cltOptlf. 

SvmioC IMM, totMai'MM ami syrup*. mr. 170.3 
fn>(43> of thin rhoptrr 

All other food i-alcforv*# . 


5 3.) F.tmiUifW and rmttMftar wilt*. *r» t7U3(oi;«ii of Uih 
chapter; formui »i Ion aid. see. 170i3<0M 14) of (hit chapter; 
Ata)>Uix^r and thickener. me. I70.3io)i:si 1 4 thb cfiopUe. 

1.2 Formulation aid. m. 1703(9)04} of lliU chapter, •tubilUor 
ami Uikirrur, me. 1703(a) Cfl») uf thb chapter. 

.1 Do. 

I 0 Kirniitic oflcul. me. 170.3(0)110* of thU chapter; lummla- 
(ion aid. me. I703(oMU> of thia diopter. stabiliser ami 
t)»ick«*nrf, opt. t703(o)09 of this chapter. 

iO l)o. 

t. 3 Formulation aid. me. ITO.JioHMi of this cliaH*r; rtaidllrar 
anal llilrknirv. me. 1703 o>09" of this chapter. 

tO Do. 

.0 Do. 

9 

£0 Kornmloiiott aid. see. !703<o)(14> of this chapter. •i.Uahmr 
and Ullcloiwr. wr. IT03'oM;S' of this chapter. 

.8 Do. 

L0 l)a. 

.5 RmulaffWv and rmuhUfk? adt*. fee I70Jioi< 8) uf this 
diopter, fitnmif acaut. me. 17b.3ol4 HI) of thb chapter, 
formulation aid. me 17©J(oKl«> of tt»dittptir; stnbUitor 
a<bd thickener. are. I703>,o)(28) of Utb chapter. 


(d> The requirement of f 184.1(f) <2> 
is optional. 

<e> Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

§ 184.1343 I 4 M nM (enrub) bran gum. 

(a) Locust ‘carob* bean gum is pri¬ 
marily the macerated endosperm of the 


seed of the locust fcarob* bean tree. 
Ceratonia siltqua <Linne» a leguminous 
evergreen tree, with lesser quantities of 
seed coat and germ. 

<b) The ingredient meets the speci¬ 
fications of the Food Chemicals Codex. 
2d Ed. U972>. M 

<c) The ingredient is used at levels not 
to exceed the following maximum levels: 


Maximum n*ogc levels penal f Inf 


food («a art rod) 


Function 


Baked and baking tnbra, . me. 170.3 

(a)<l> of Uijr chapter. 

Bor outer* and beverage boars, uofiotooticlic, 
hoc. I70.3;nu:() of tbb chapter. 
f’!i«aa 0 . me. ITUXnn.v of tins chapter 
(idatina. pud«iiikfl5. and fOUiiift, me. ITIUtn) 
(221 of iha rttopccr. 

iamaand WtlUca,cotumarcaal.i;i)3«n)i3o 
of Ui»« cltaptar. 

All <Ktier kmd oatoflonM ....—. 


a IS Si obi Km and llurl.ru**. at ITfUfaiOli of lhl> chaptor. 


,a& 

Do. 

s 

Do. 

,74 

Do. 

,75 

Do. 

,4 

Do. 


<d> The requirement of T 184.1 <fM2> 
is optional 

(e> Prior sanctions for this ingredi¬ 
ent different from the uses established 
in this regulation do not exist or have 
been waived 

§ 184.1349 Karaya. gum (drrrulw 
gum). 

(a) Karava gum (sterculia gum* 


the dried gummy exudate from the 
trunk of trees of various species of the 
genus Sterculia. 

<b> The ingredient meets the speci¬ 
fications of the Food Chemicals Codex, 
2d Ed. (1972)." 

<c> The ingredient is used tn food 


is under the following conditions: 
Shistnnnn u*agc level* permitted 


Fowl (a* arwli 


t rorua dairy drartru and iniico. mc. 1703 
(i»<W) of iNo ehaidor 

Milk product*, me I7lk3(ii)(31) of thin 
Soft ian«ly, !w<*. 170L3(n".U) of llio cfiafdrr 


AD at fir* food cmtoflurno 


iVffwit Function 


a A Furluttiation aid. roc. 170 l3(o)( 1I) of itiili dia|il«r; ftabUlsor 
and thickotrrr, me. t7Q3(oKai) of thi* draper. 

JC Staldlitor and thicketirr. me. I700(a)<») of tin* diopter. 

.0 K.aiulailkir and amubitW aalt, s*c. 170.3<nKS) of thb duip* 
tor; •Ubillxar and tldckanor. me. l70.;ho.Ka> of Ihb 
chapter. 

.0K I ormolouon old. me. t:03«.o"14i of tin* choptw; stoldlhor 
aud UUokonrr. mo. ITOl^ojCJS) of thb chaiitrr. 


u Copies may be obtained from: Ttve National Academy of Science*, 2101 Constitution 
A?e NW . Washington. D.C. 20087. 
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(d) The requirement of 1 184.1(f)(2) 
Is optional. 

(e> Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

§181.1351 (»um Irajcnrantli. 

(a) Guam tragacanth is the exudate 


from one of several species of Astragalus 
gummifitr Labillardiere. a shrub that 
grows wild in mountainous regions of 
the Middle East. 

<b> The ingredient meets the specifi¬ 
cations of the Pood and Chemicals 
Codex. 2d Ed. <1972) 11 

<c) The ingredient is used In food un¬ 
der the following conditions: 


i/axtmum usage levels permit ted 


Food (at amd) Pwcon 


Function 


Hiked food* * an l hOir« mnn. «r. i:o i 
(h)( 1) o# thin du|n#r. 

Cofiriimmli and rvlaf** * * * § * , ac, ITUJKuHS) ol 
thb r haplor. 

Fata and oO*. mu 170.84n)<12) of tbli idiaiitar . 

Onurka and a&ooM. •rr. !70.3(nH24) of tlito 
chapter. 

Mrat iwodocU, »»-.• 17a3(n)(29) of till* 

dkapinr. 

l»ror«vMr.t Tatti and fmlt lukva. t*v i70;WrO 
(88) of Uiia rliapcrr. 

All oUwr food cACocorW .. . 


U J FmrjUUWT and crnulailW ault. me. I70.94o)(9) of thin chop- 
tor, fonutiialfcxi aid, tee. I70_.lio)<l4’» of Uiia chopUr; 
ft -ihiUrrr and ttikkrocr, tee. |7»> S|o)i:flO of U»l» clin|>(cr. 

7 Do. 

1.9 l>o 

• 9 Do. 

% 2 Fot niul.it inn aid, arc. 179.9(0) (14) of Ihk* dupUr; nlalitiiiar 
aial Uiickccvcr, see. I?0.3<o)l28) of Uda cliapUr. 

.5 Kmul&idrr and fnmttiter rclL arc. 17(U(o)(») of thla 
ctmpur. (ormulaU*X) aid, arc. 170.340) <(4) of thla ••haplor; 
atabflltwv and tlikkwicr, arc. ITU.lfoX'iS) of this chai»lrc. 

.1 l>a 


(d) The requirement of * 184.1(f)(2) 
is optional. 

<e) Prior sanctions for this ingredient 
different from the uses established in this 
section do not exist or have been waived. 

§ 181.1190 Mril^lparabrii. 

(a) Methylp&raben is the chemical 
methyl p-hydroxybcnroatc. It Is pro¬ 
duced by the methanol esterification of 
p-hydroxybenzolc acid in the presence 
of sulfuric acid, with subsequent distil¬ 
lation. 

<b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 
2d Ed. 11972) . n 

(c) The ingredient is used as an anti¬ 
microbial agent as defined in f 170.3<o) 
f2) of this chapter. 

<d) The Ingredient is used in food 
at levels not to exceed good manufac¬ 
turing practices. Current good manu¬ 
facturing practice results in a maximum 
level of 0.1 percent in food. 

(e) Prior sanctions for this ingredient 
different from the uses established in this 
regulation do not exist or have been 
waived. 

§ I8I.IM»0 Pn>p)l ^altUr. 

fa) Propyl gallate is the n-propylester 
of 3.4.5-trihydroxyben2oic acid (C,« 
H.jOi). Natural occurrence of propyl gal- 
late has not been reported. It is commer¬ 
cially prepared by esterification of gallic 
acid with propyl alcohol followed by dis¬ 
tillation to remove excess alcohol 

<b) The Ingredient meets the specifica¬ 
tions of the Food Chemicals Codex, 2d 
Ed. (1972). 11 

(c) The ingredient is used as an anti¬ 
oxidant as defined in 1170.3(0) (3) of 
this chapter. 


“Copies may be obtained from: The Na¬ 
tional Academy of Science*, 2101 Constitu¬ 
tion Ave. NW , Washington. DC 20037 


<d) The ingredient is used in food at 
levels not to exceed good manufacturing 
practice. Current usage results in a maxi¬ 
mum level of 0.015 percent in food. (The 
Pood and Drug Administration has not 
determined whether significantly differ¬ 
ent conditions of use would be GRAS.) 

<e> Prior sanctions for this Ingredient 
different from the uses established in this 
section, or different from that stated in 
Part 181 of this chapter, do not exist or 
have been waived. 

§ 181.1070 Propylparaben. 

(a) Propylparaben is the chemical 
propyl p-hydroxybenzoate. It is produced 
by the n -propanol esterification of p-hy- 
droxybenzoic acid in the presence of sul¬ 
furic acid, with subsequent distillation. 

(b) The ingredient meets the specifi¬ 
cations of the Pood Chemicals Codex 2d 
Ed. (1972) 

<c) The ingredient is used as an anti¬ 
microbial agent as defined in $ 170.3(0) 
(2> of this chapter. 

(d> The ingredient is used In food at 
levels not to exceed good manufacturing 
practices. Current good manufacturing 
practice results in a maximum level of 
0.1 percent in food. 

(e) Prior sanctions for this ingredient 
different from the uses established in this 
regulation do not exist or have been 
waived. 

§ lSi.l^W Oil of rue. 

(a) Oil of rue is the natural substance 
obtained by steam distillation of the fresh 
blossoming plants of rue. the perennial 
herb of several species of Ruta—Ruta 
montana L.» Ruta gravcolens L-. Ruta 
bracteasa L.. and Ruta calepensis U 

<b) Oil of rue meets the specifications 
of the Pood Chemicals Codex, 2d EcL 
(1972) .** 

(c) The ingredient is used in food un¬ 
der the following conditions: 
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Merimmm ava?* l&veU permitted 


Food (*s arwfi 

Pnrtafwr 

million 

Function 

Ditked good* and baking ml***, **c tXUOi) 
(t). of thl* chapter. 

Frotrn dairy deawru and mi use, tec. 170.3 

10 

Flavoring onrnt and adjuvant, tec. I70.3C«U12) of thl* 

10 

ohgpter. 

(nXani of this chapter. 

Soft randy, tec. 170.3tn)(JI> of thU chapter . 
All other food category... 

10 

Do. 

4 

IV 


<d> Prior sanctions for this Ingredient 
different from the uses established In 
this section do not exist or have been 
waived. 

§ 181.1733 Sodium brnnwlr. 

(a) Sodium benzoate is the chemical 
benzoate of soda (CiHUNaOt), produced 
by the neutralization of benzoic acid with 
sodium bicarbonate, sodium carbonate, 
or sodium hydroxide. The salt is not 
found to occur naturally. 

(b) The ingredient meets the speci¬ 
fication of the Food Chemicals Codex. 2d 
Ed. <1972). 11 

ic) The ingredient is used as an anti¬ 
microbial agent as defined In 8 170.3 
(o) (2) of this chapter, and as a flavoring 
agent and adjuvant as defined in 8 170.- 
3(o) (12) of this chapter. 

(d> The ingredient is used in food at 
levels not to exceed good manufacturing 
practice. Current usage results in a maxi¬ 
mum level of 0.1 percent in food. (The 
Food and Drug Administration has not 
determined whether slgniflcally dif¬ 
ferent conditions of use would be GRAS.) 

<e> Prior sanctions for this ingredient 
different from the uses established in this 
section, or different from that set forth 
in Part 181 of this chapter, do not exist 
or have been waived. 

§ 184.1833 Sorbitol. 

(a> Sorbitol is the chemical 1.2.3.4,5.6- 
hexanehexol <C,H„0.>. a hcxahydric al¬ 
cohol, diffeling from mannitol princi¬ 
pally by having a different optical rota¬ 
tion. Sorbitol is produced by the electro¬ 
lytic reduction, or the transition metal 
catalytic liydrogenatlon of sugar solu¬ 
tions containing glucose or fructose. 

(b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex. 2d 
Ed. (1972). u 

(c> The ingredient is used as an anti- 
c&king agent and frec-flow agent as de¬ 
fined in | I70.3<o> <1> of this chapter, 
curing and pickling agent as defined in 
I 170 . 3 ( 0 ) <$) of this chapter, drying 
agent as defined in 8 170.3(o> (7) of this 
chapter, emulsifier and emulsifier salt as 
defined in 8 170.3<o><8) of this chapter, 
firming agent as defined in 8 170.3(o> 
(10) of this chapter, flavoring agent and 
adjuvant as defined in 8 170.3(0) (12) of 
this chapter, formulation aid as defined 
in I 170 . 3 ( 0 ) (14) of thia chapter, humoc- 
tant as defined in 8 170.3(o>(16> of this 
chapter, lubricant and release agent as 
defined in 8 170.3(o) (18) of this chapter, 
nutritive sweetener as defined in 
8 170.3<o) (21) of this chapter, seques- 


n Copies may be obtained from: The Na¬ 
tional Academy of Sciences. 2101 Constitu¬ 
tion Ave NW., Washington. D C. 30Q37. 


trant as defined in 6 170.3(0 (26) of this 
chapter, stabilizer and thickener as de¬ 
fined in 8 170.3(0) (28) of this chapter, 
surface-finishing agent as defined In 
8 170.3(0) (30) of this chapter, and tex- 
turlzer as defined in 8 170.3(o> (32) of 
thia chapter. 

(d) The ingredient is used in food at 
levels not to exceed good manufacturing 
practices. Current good manufacturing 
practice in the use of sorbitol results in 
a maximum level of 99 percent in. hard 
candy and cough drops os defined In 
8 i70.3(n) (25) of this chapter. 75 percent 
in chewing gum as defined in 8 170.3(n> 
<6» of tills chapter. 98 percent in soft 
candy as defined in i 170.3<nM38» of 
this chapter. 30 percent in nonstandard - 
ized jams and jellies, commercial, as de¬ 
fined in 8 I70.3<n) (28) of this chapter. 
30 percent in baked goods and baking 
mixes as defined in 8 170.3<n) <1> of thia 
chapter. 17 percent in frozen dairy des¬ 
serts and mixes as defined in 8 170.3(n) 
(20) of thia chapter, and 12 percent in 
all other foods. 

ie> The label and labeling of food 
whose reasonably foreseeable consump¬ 
tion may result in a daily ingestion of 
50 grams of sorbitol shall bear the 
statement: “Excess consumption may 
have a laxative effect/' 

(f > Prior sanctions for this ingredient 
different from the uses established in 
this regulation do not exist br have been 
waived. 

§181.1983 linkers yca*l extract. 

<a> Bakers yeast extract is the food 
ingredient resulting from concentration 
of the solubles of mechanically ruptured 
cells of a selected strain of yeast. Saccha - 
romyccs cerevlslac . It may be concen¬ 
trated or dried. 

<b> The ingredient meeta the follow¬ 
ing specifications on a dry weight basis: 
Less than 0.4 part per million (ppm’ 
arsenic. 0.13 ppm cadmium. 0.3 ppm lead. 
0.05 ppm mercury, 0.09 ppm selenium, 
and 10 ppm zinc. 

(c) The viable microbial content of 
the finished ingredient as a concentrate 
or dry material is: 

(1) Less than 10.000 organisms gram 
by aerobic plate count. 

(2) Less than 10 yeasts and molds/ 
gram. 

(3) Negative for Salmonella , E. coli. 
coagulase positive Staphylococci . C/os- 
tridium perfrinoens. Clostridium botu - 
linum. or any other recognized microbial 
pathogen or any harmful microbial 
toxin. 

(d) The ingredient is used as a flavor¬ 
ing agent and adjuvant as defined in 
8 170.3(o>(12) of this chapter at a level 
not to exceed 5 percent in food. 


(e> This regulation is issued prior to 
general evaluation of use of this Ingre¬ 
dient in order to affirm as GRAS the 
specific use named. 


PART 186—INDIRECT FOOD SUB 

STANCES AFFIRMED AS GENERALLY 

RECOGNIZED AS SAFE 

Subpart A—-General Provisions 

8ec. 

186 1 Substances In rood-con tact sur¬ 
faces affirmed as generally rec¬ 
ognised as safe (GRAS). 

Subpart B—Listing of Specific Substances 
Affirmed as GRAS 

186.1330 Acacia (gum arable). 

186.1339 Guar gum 

186.1343 Locust (carob) bean gum. 

186.1673 Pulp. 

Atmtrmrrr: Sees. 201(a), 409, 701(a). 52 
Slat. 1055, 72 8tat. 1784-1788 as amended 
(2! US.C. 32HSV 348. 371(a)). 

Subpart A—General Provisions 

§ 186.1 Substances in food'Contact sur¬ 
faces afTirmeil as generally recog¬ 
nized at safe (GR IS). 

<a> The indirect human food ingredi¬ 
ents listed In this section have been re¬ 
viewed by the Food and Drug Adminis¬ 
tration and determined to be generally 
recognized as safe (GRA8) for the pur¬ 
poses and under the conditions pre¬ 
scribed. The regulations in this sec¬ 
tion shall sufficiently describe each In¬ 
gredient to identify the characteristics 
of the ingredient that has been affirmed 
as GRAS and to differentiate It from 
other possible versions of the ingredient 
that have not been affirmed as GRAS. 

(b) This section does not authorize di¬ 
rect addition of any food ingredient to 
a food. It authorizes only the use of 
these ingredients as indirect ingredients 
of food, through migration from their 
immediate wrapper, container, or other 
food-contact surface. Any migration or 
use levels Included in thia section rep¬ 
resent maximum levels under current 
good manufacturing practice. 

(1) If the ingredient is affirmed as 
GRAS with no limitation other than good 
manufacturing practice, it shall be re¬ 
garded as GRAS if its conditions of use 
are not significantly different from those 
reported in the regulation as the basis 
on which the GRAS status of the sub¬ 
stance was affirmed If the conditions of 
use are significantly different, such use 
of the substaucc may not be GRAS. In 
such a case, a manufacturer may not rely 
on live regulation as authorizing the use 
but must independently establish that 
the use is GRAS or must use the sub¬ 
stance in accordance with a food addi¬ 
tive regulation. 

<2) If the ingredient is affirmed as 
GRAS w ith specific limitation(s). it shall 
be used in food-con tact surfaces only 
within such limitation^), including the 
category of food-contact surface(s). the 
functional usefs) of the Ingredient, and 
the levehs) of use. Any use of such an 
ingredient not in full compliance with 
each such established limitation shall 
require a food additive regulation. 

(3) If the ingredient is affirmed as 
GRAS for n specific use. prior to gen- 
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eral evaluation of use of the Ingredient, 
oilier uses may also be GRAS. 

ic> The listing of a food Ingredient 
in this section does not authorize the 
use of such substance for the purpose 
of adding the ingredient to the food 
through extraction from the food-con¬ 
tact surface. 

id) The listing of a food ingredient in 
this section does not authorize the use of 
.such substance in a manner that may 
lead to deception of the consumer or to 
any other violation of the act. 

i e> If the Commissioner of Food and 
Drugs is aware of any prior sanction 
for use of an Ingredient under condi¬ 
tions different from those proposed to 
be affirmed as GRAS, he will concur¬ 
rently propose a separate regulation 
covering such use of the Ingredient un¬ 
der Part 181 of this chapter. If the Com¬ 
missioner is unaware of any such ap¬ 
plicable prior sanction, the proposed 
regulation will so state and will require 
any person who intends to assert or rely 
on such sanction to submit proof of its 
existence. Any regulation promulgated 
pursuant to this section constitutes a 
determination that excluded uses would 
result in adulteration of the food In vio¬ 
lation of section 402 of the act. and the 
failure of any person to come forward 
with proof of such an applicable prior 
sanction in response to the proposal will 
constitute a waiver of the right to assert 
or rely on such sanction at any later 
time. The notice will also constitute a 
proposal to establish a regulation under 
Part 181 of this chapter, Incorporating 
Die some provisions, in the event that 
such a regulation is determined to be 
appropriate as a result of submission of 
proof of such an applicable prior sanc¬ 
tion In response to the proposal. 

Subpart B—Listing of Specific Substances 
Affirmed as GRAS 

§ 186.1330 Amriii (gum Arabic). 

<a) Acacia <gum arable) is the dried 
fcummy exudate from stems and branches 
of trees of various species of the genus 
Acacia family Legumino&oc. 

<b) The ingredient meets specifica¬ 
tions of the Food Chemicals Codex. 2d 
Ed. (1972)." 

<c) The ingredient is used or intended 
for use as a constituent of food-pack¬ 
aging materials. 

•d) The ingredient Is used at levels 
not to exceed good manufacturing prac¬ 
tice. 

<e> Prior sanctions for this ingredient 
different from the uses established in this 
section do not exist or have been waived. 

»$ 186.1339 (hmr gum (IrrhmVnl grade)* 

<a) Guar gum. technical grade, is the 
natural substance obtained from macer¬ 
ation of the seed of the guar plant. 
Cyamopsis tctragonoloba iLinne) Taub. 
or Cyamopsis psoraloides 'Lam.) D.C. 
containing greater quantities of seed hull 
and embryo than guar gum meeting the 
specifications of the FY>od Chemicals 
Codex,2d Ed. <1972>. n 

' Coplea may be obtained from: The Na¬ 
tional Academy of Science*. 2101 Constitu¬ 
tion Ave NW . Washington. D C 20037 
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<b) The technical grade gum meets 
the following specifications: 

Galactomannons. not leas than 35 percent 
Acid IneoUible matter, not more than 27 
percent. 

Loss on drying, not more than 15 percent. 
Protein, not more than 27 percent 
A%h. not more than 4.5 percent. 

Arsenic (As), not more than 3 part* per 
million. 

Heavy metal* tas Pb), not more than 20 part* 
per million. 

Lead (Pb). not more than 10 part* per mil¬ 
lion. 

<c) The ingredient is used or intended 
for use as a constituent of food-contact 
surfaces. 

<d> The Ingredient migrates to the 
packaged or wrapped food at leveLs not 
to exceed good manufacturing practice. 

*e) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

§ I8fi. 1313 (<*«rob) bonn cum. 

<a) Locust (enrob) bean gum. tech¬ 
nical grade, is primarily the macerated 
endosperm of the seed of the locust 
(carob) bean tree. Ceratonia siliqua 
< Linne). a leguminous evergreen tree, 
containing greater quantities of seed hull 
and embryo than locust <carob) bean 
gum meeting the specifications of the 
Food Chemicals Codex, 2d Ed. < 1972> . M 

<b) The teclmlcal grade gum meets 
the following specifications: 

0*1 octamaxmans. not less than 50 percent. 
Ackl maoluble matter, not more thon 17 per¬ 
cent. 

Lose an drying, not more than 15 percent 
Protein, not more than 15 percent. 

A*h. not more than 3 percent. 

Arsenic (As), not more than 3 part* per 
million. 

Heavy metal*, not more than 20 parts per 
million. 

Lead (Pb). not more than 10 part* per mil¬ 
lion. 

<c) The ingredient is used or intended 
for use as a constituent of food-contact 
surfaces. 

<d> The ingredient migrates to the 
packaged or wrapped food at levels not 
to exceed good manufacturing practices. 

<e) Prior sanctions for this ingredient 
different from the uses established in this 
regulation do not exist or have been 
waived . 

§ 186.1673 Pulp. 

• a* Pulp is the soft, spongy pith in¬ 
side Use stem of a plant such as wood, 
straw, sugarcane, or other natural plant 
sources. 

(b) The ingredient is used or intended 
for use as a constituent of food pack¬ 
aging containers. 

<c) The ingredient is used in paper 
and paperboard made by conventional 
paper-making processes at levels not to 
exceed good manufacturing practice. 

<d) Prior sanctions for this ingredi¬ 
ent different from the uses established 
in this section do not exist or have been 
waived. 
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PART 189—SUBSTANCES PROHIBITED 
FROM USE IN HUMAN FOOD 

Sufcpcrt A—General Provision* 

8ec, 

189.1 Substance* prohibited from use In 
human food. 

Subpart B—Sobitanca* GanaraUy Prohibited 
From Addition or U*o a* Human Food | Re¬ 
ferred ) 

Subpart C — Substance* Prohibited From Direct 
Addition Through Food-Contact Surface* 

189.110 Calamus and Ita derivative* 

189 120 Cobaltoua salU and It* derivative* 

189.130 CoumATln- 

189 135 Cydamate and It*derivatives. 

189.140 Diethylpyrocarbonate (DEPC). 
189.145 Dutelu 

189.155 MonocbtoroaceUc odd, 

189.105 NordlhydrogualATCMc add (NDOA). 
189.175 P-4000. 

189 180 Safrole. 

189 190 Thiourea. 

Subpan D —Substance* Prohibited From Indirect 
Addition to Human Food Through Food-Contact 
Surface* 

189220 Flectol H. 

189 250 Mercaptotroidazoline and 2-mercap- 
tolmldiusolinc. 

180 280 4.4 < -Methylenobis (2-chloroana- 
llne). 

Authority: Sec* 409. 701. 52 Stat 1055 
1056 as amended. 72 Stat. 1785-1788 a* 
amended (21 USC 348. 3711. unless other¬ 
wise noted. 

Subpart A—General Provisions 

§ 18*1.1 Sob»Unrr« prohibited fro tit tl*r 
in human food. 

<&) The food ingredients listed in tins 
section have been prohibited from use 
in human food by the Food and Drug 
Ad ministration because of a determina¬ 
tion that they present a potential risk 
to the public health or have not been 
showTi by adequate scientific data to be 
safe for use in human food. Use of any 
of these substances in violation of this 
section causes the food Involved to be 
adulterated in violation of the act. 

<b> This section includes only a par¬ 
tial list of substances prohibited from 
use in human food, for easy reference 
purposes, and is not a complete list of 
substances that may not lawf ully be used 
in human food. No substance may be used 
in human food unless it meets all appli¬ 
cable requirements of the act. 

<c) The Commissioner of Food and 
Drugs, either on his own initiative or 
on behalf of any interested person who 
has submitted & petition, may publish 
a proposal to establish, amend, or repeal 
a regulation under tills section on the 
basis of new f scientific evaluation or in¬ 
formation. Any such petition shall in¬ 
clude an adequate scientific basis to sup¬ 
port the petition, pursuant to Part 2 of 
this chapter, and will be published for 
comment if it contains reasonable 
grounds. 

Subpart B — Substances Generally Prohib¬ 
ited from Addition or Use as Human 
Food [Reserved] 

Subpart C—Substances Prohibited From 
Direct Addition or Use as Human Food 

§ 189.110 Calanm* »ud iu dcrivuti>c*. 

(a) Calamus is the dried rhizome of 
Acorn* calamus L. It has been used as a 
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flavoring compound, especially as the oil 
or extract. 

<b» Pood containing any added cala¬ 
mus, oil of calamus, or extract of cala¬ 
mus is deemed to be adulterated In vio¬ 
lation of the act based upon an order 
published in the Federal Register of 
May 9. 1968 <33 FR 6967). 

<c> The analytical method used for 
detecting oil of calamus (£-asarone> is 
in the Journal of the Association of Of¬ 
ficial Analytical Chemists 56<5>:1281- 
1283, Sept. 1973.’ 

§ 189.120 ( oh«It«n> »nll* and it* deriva¬ 

tive*. 

i a) Cobaltous salts are the chemicals. 
CoCJLO.. CoCl Br and CoSO, They have 
been used in fermented malt beverages 
as a foam stabilizer and to prevent 
“gushing." 

(b) Food containing any added cobal¬ 
tous salts is deemed to be adulterated in 
violation of the act based upon an order 
published in the Federal Register of 
August 12. 1966 (31 FR 8788>. 

§ 189.130 Coumarin. 

(a) Coumarin Is the chemical 1,2-bcn- 
zopyrone, C*H«O t . It is found In tonka 
beans and extract of tonka beans, among 
other natural sources, and is also syn¬ 
thesized. It has been used as a flavoring 
compound. 

<b) Food containing any added cou¬ 
marin as such or as a constituent of tonka 
beans or tonka extract is deemed to be 
adulterated under the act, based upon 
an order published in the Federal Regis¬ 
ter of March 5. 1953 (19 FR 1239>. 

(c) The analytical methods used for 
detecting coumarin in food are in §9 19.- 
014 through 19.023 of the “Official Meth¬ 
ods of Analysis of the Association of Offi¬ 
cial Analytical Chemists/’ • 

§ 189.135 Cyclamate and it- derivative*. 

(a) Calcium, sodium, magnesium and 
potassium salts of cyclohexane sulfamic 
acid. (C*H fi NO,S> 4 Ca. <C-HuNOJ3>Na. 
(OH NOS). Mg. and (OH.J'IO^K. 
Cycl&mates are synthetic chemicals hav¬ 
ing a sweet taste 30 to 40 times that of 
sucrose, are not found in natural prod¬ 
ucts at levels detectable by the official 
methodology, and have been used as arti¬ 
ficial sweeteners. 

<b» Food containing any added or de¬ 
tectable level of cyclamate is deemed to 
be adulterated in violation of the act 
based upon an order published in the 
Federal Register of October 21. 1969 <34 
FR 17063). 

(c) The analytical methods used for 
detecting cyclamate in food are in 55 20.- 
127 through 20.132 of the “Official Meth- 


■ oopir* may be obtained from: Association 
of omclal Analyst leal Chemist*. P.O. Box 540. 
Benjamin Franklin Station. Washington. D C. 
2qo44 

T -Collaborative Study of the Determina¬ 
tion of Soluble Solids in Tomato Product* by 
Relracttve Index Expressed os Percent 8uc- 
croae" by Prank C Lamb. National Conners 
Association. 1060 Sixth Street. Berkeley, CA 
04710, "Journal of the Association of Official 
Analytical Chemlats," vol. 52. No. 9 (1069), 
PP i050-54. Adopted a* omclal. flmt action at 
the i960 AOAC meeting. 


ods of Analysis of the Association of Offi¬ 
cial Analytical Chemists* 

§ 189.110 Diethy lpvrocarbotialc 

(DEPT.). 

<a> Diethylpyrocarbonate is the chem- 
ilcal pyrocarbonlc acid diethyl ester, 
C*HuO,. It Is a synthetic chemical not 
found In natural products at levels de¬ 
tectable by available methodology and 
lias been used as a ferment inhibitor in 
alcoholic and nonalcoholic beverages. 

<b> Food containing any added or de¬ 
tectable level of DEPC is deemed to be 
adulterated in violation of the act based 
upon an order published in the Federal 
Register of August 2. 1972 (37 FR 
15426). 

§ 189.1 15 Dull in. 

(a) Dulcln is the chemical 4-ethoxy- 
phenylurea. C*H t; N A> : . It is a synthetic 
chemical having a sweet taste about 250 
times that of sucrose, is not found In nat¬ 
ural products at levels detectable by the 
official methodology, and has been pro¬ 
posed for use as an artificial sweetener. 

<b> Food containing any added or de¬ 
tectable level of dulcln is deemed to be 
adulterated In violation of the act. based 
upon an order published in the Federal 
Register of January 19. 1950 <15 FR 
321). 

<c> The analytical methods used for 
detecting dulcin in food are in 55 20.133 
through 20.136 of the “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists/' * 

§ 189.1 55 Monocliluroarclic arid. 

(a> Monochloroacetlc acid 1$ the 
chemical chloroacetic acid. CjH^IO-. It 
is a synthetic chemical not found in nat¬ 
ural products, and has been proposed as 
a preservative In alcoholic and nonalco¬ 
holic beverages. Monochloracetic acid Is 
permitted in food package adhesives 
with an accepted migration level up to 
10 parts per billion (ppb) under 5 175.- 
105 of this chapter. The official methods 
do not detect monochloroacetlc acid at 
the 10 ppb level. 

(b> Food containing any added or de¬ 
tectable level of monochloroacetlc acid is 
deemed to be adulterated in violation of 
the act based upon trade correspond¬ 
ence dated December 29. 1941 (TC-377). 

(c) Tire analytical methods used for 
detecting monochloroacetlc acid in food 
are in 55 20.057 through 20.062 of the 
“Official Methods of Analysis of the As¬ 
sociation of Official Analytical Chem¬ 
ists/’ 4 

§ 189.165 NorillliMlrocuwiairlir arid 
(MM.A). 

<ai NordihydroRuaiarctic acid is the 
chemical 4.4'-<2.3-dimcthyltetramethyl- 
ene)dipyrocatcchol. Cr.H.-O*. It occurs 
naturally in the resinous exudates of cer¬ 
tain plants. The commercial product, 
which is synthesized, has been used as an 
antioxidant In foods. 

<t» Food containing any added 
NDGA is deemed to be adulterated in vi¬ 
olation of the act based upon an order 
published In the Federal Register of 
April 11. 1968 *33 FR 5619). 


<c) The analytical method used for 
detecting NDOA in food is in 5 20.008 of 
the “Official Methods of Analysis of the 
Association of Official Analytical Chem¬ 
ists.” • 

§ 189.175 P-I0O0. 

(a) P-4000 is the chemical 5-nltro-2- 
n-propoxyanillne, CH.N.O. It is a syn¬ 
thetic chemical having a sweet taste 
about 4000 times that of sucrose, is not 
found in natural products at levels de¬ 
tectable by the official methodology, and 
has been proposed for use as an artificial 
sweetener. 

<b> Food containing any added or 
detectable level of P-4000 is deemed to be 
adulterated in violation of the act based 
upon an order published in the Federal 
Register of January 19. 1950 (15 FR 
321). 

(c) Hie analytical methods used for 
detecting P-4000 in food are in 55 20.137 
through 20.141 of the “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.” 4 

§ 189.180 Safrole. 

(a> Safrole is the chemical 4-allyl- 
l,2-metliylenedioxy-ben7jene, C.-i^O*. It 
is a natural constituent of the sassafras 
plant. Oil of sassafras is about 80 per¬ 
cent safrole. Isosafrole and dthydrosa- 
frole are derivatives of safrole. and have 
been used as flavoring compounds. 

(b) Food containing any added sa¬ 
frole. oil of sassafras, isosafrole. or di- 
hydroeafrole. or any safrole as a constit¬ 
uent of any food or extract is deemed 
to be adulterated in violation of the act 
based upon an order published in the 
Federal Register of December 3. 1960 
(25 FR 12412). 

<c> The analytical method used for 
detecting safrole. isosafrole and dihydro- 
safrole is in the Journal of the Associa¬ 
tion of Official Analytical Chemists 54 
(4>:900-902. July 1971/ 

§ 189.190 Thiourea. 

fa> Thiourea is the chemical thiocar- 
bamlde. CH JCS. It is a synthetic chemi¬ 
cal. Is not found In natural products at 
levels detectable by the official methodol¬ 
ogy, and has been proposed as an anti¬ 
mycotic for use in dipping citrus. 

(b) Food containing any added or de¬ 
tectable level of thiourea is deemed to be 
adulterated under the act. * 

<c> The analytical methods used for 
detecting thiourea are in 55 20.009 
through 20.100 of the “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists." 3 

Subpart D—Substances Prohibited From 
Indirect Addition to Human Food 
Through Food-Contact Surfaces 

$ 189.220 FIretol II. 

(a) Fleetol H is the chemical 1.2-dih>- 
dro-2.2,4-trimethylquinolinc. polymer¬ 
ized. CuHrrN. It is a synthetic chemical 
not found in ^natural products, and has 
been used as a component of food pack¬ 
aging adhesives. 

(b> Food containing any added or de¬ 
tectable level of this substance is deemed 


FEDERAL REGISTER, VOL 47, NO 50—TUESDAY, MARCH 15. 1977 






RULES ANO REGULATIONS 


1 4661 


to be adulterated In violation oi the act 
based upon an order published In the 
Fkderal Register of April 7. 1967 (32 
FR 5675). 

$ !80.250 .md 2- 

ni«*n*ap(oirtiidurolinr. 

(a) Mercaptolmldazollnc and 2- 
Diercaptolmidazoline both have the mo¬ 
lecular formula CJhN^S. They are syn¬ 
thetic chemicals not found in natural 
products and have been used In the 
production of rubber articles that may 
come Into contact with food. 

(b> Food containing any added or de¬ 
lectable levels of these substances is 
deemed to be adulterated in violation of 
the act based upon an order published In 
the Federal Register of November 30, 
1973 (38 FR 33072). 

§ 189.280 4,4'-M«>thvlrfir!»U (2-rhloro- 
aiudinc). 

<a> -M'-MethyJenebis <2-chloroana- 
Une> has the molecular formula, 

ClsN*. It Is a synthetic chemical not 
found in natural products and has been 
used as a polyurethane curing agent and 
as a component of food packaging ad¬ 
hesives and polyurethane resins. 

(b) Food containing any added or de¬ 
tectable level of this substance is deemed 
to be adulterated in violation of the act 
based upon an order published in the 
Federal Register of December 2. 1969 
•34 FR 19073). 

PART 197—SEAFOOD INSPECTION 
PROGRAM 

Subpart* A, B, C—|R**«rved| 

Subpart D—Inspection of Carvnad OytUr* 

Sec. 

197,310 Application for Inspection service. 
197.312 Granting or refusing Inspection 
►ervtce. cancellation of applica¬ 
tion. 

197.316 Sufrpen&lon and withdrawal of In- 
~ apeetkm service. 

197.320 Inspection periods 
197.326 Alignment of inspector© 

197.329 Uninspected oysters excluded from 

inspected efttabllahment* 

197.330 Genera] requirement* for plant and 

equipment 

197340 General operating conditions. 

197 350 Code marking 

197 355 Processing 

197 390 Examination after canning 

197370 Labeling. 

197,380 Certificate* of Inspection. ware- 
bousing and export permits 
197385 Inspection fees. 

Subpart* t. F, G. M—| RtMr>*d| 

Subpart I—Inspection of Procos**d Shrimp 

197310 Application for inspection aervlce. 
197812 Granting or refusing Inspection 
service, cancellation of applica¬ 
tion 

197,815 Suapension and withdrawal of In¬ 
spection service. 

197.820 Inspection periods. 

197 825 Alignment of inspectors 
197.829 Uninspected Shrimp excluded from 
Inspected eatablisbxnents. 

197 830 General requirements for plant and 
equipment. 

197.840 General operating conditions. 

107.850 Code marking. 

197.855 Procewdng 

197.800 Examination after processing. 

197 870 Labeling. 


197 800 Certificates of Inspection; ware¬ 
housing and export permit* 

197 885 Inspection fees. 

Authority: Tire provision* of this Pari 197 
issued under sec. 701, 62 8t«t. 1065-1056 os 
amended <21 U.8.C. 371). 

Subparts A, B, C—[Reserved] 
Subpart D—Inspection of Canned Oysters 

§ 197.310 for in-fwil ion 

nervier. 

♦ a) Applications for inspection service 
on canned oysters under the provisions of 
section 702a of the Federal Food, Drug, 
and Cosmetic Act <21 U.8.C. 372a > shall 
be on forms supplied by the Pood and 
Drug Administration. No application for 
a regular inspection period filed with the 
Food and Drug Administration after 
September l preceding such period in 
any year shall be considered unless the 
applicant shows substantial cause for 
failure to file such application on or be¬ 
fore September 1 of such year. The open¬ 
ing date of the canning season in each 
State shall be the date set by the State 
agency responsible for controlling the 
opening date of the canning season in 
that State. A separate application shall 
be made for each inspection period in 
each establishment for which the serv¬ 
ice is applied. Each application for a 
regular Inspection period shall be ac¬ 
companied by a payment of $600.00 as 
prescribed by 1 197.385 (a) «1). Such 
deposit shall be paid In the manner pre¬ 
scribed by 1 197.385 (e). 

<b) For the purpose of f| 197.310 
through 197.385, an establishment is de¬ 
fined as a factory where oysters may be 
processed and warehouses under the 
control and direction of the packer 
where such canned oysters are stored. 

g 197.312 Granting or refuting inspec¬ 
tion wniri*; mnTrllation of applica¬ 
tion. 

• a) The Secretary of Health. Educa¬ 
tion, and Welfare may grant the inspec¬ 
tion service applied for upon determin¬ 
ing that the establishment covered by 
such application Complies with the re¬ 
quirements of 1 197.330. 

(b) The Secretary may refuse to grant 
the inspection service at any establish¬ 
ment for cause. In case of refusal the 
applicant shall be notified of the reason 
therefor and sliall have returned to him 
all advance payments and production 
deposits made, less any expenses in¬ 
curred for preliminary Inspection of the 
establishment, or for other purposes in¬ 
cident to such application. 

cc> The applicant, by written notice 
to the Secretary, may withdraw his ap¬ 
plication for inspection service before 
an inspector is assigned to the establish¬ 
ment. In case of such withdrawal, the 
Secretary shall return to such applicant 
all advance payments and production 
deposits made, less any salary and oth¬ 
er expense incurred Incident to such 
application. 

6 197.313 Su*|>rit4M>ii mid willidruwal of 
iiw]KTiion *-rvicr. 

(a) The Administration may suspend 
and the Secretary may withdraw inspec¬ 


tion service in any establishment upon 
failure of the packer to comply with 
any applicable provision of If 197.310 
through 197.385 or upon the dissemina¬ 
tion by the packer or any person in 
privity with him of any representation 
that is false or misleading in any par¬ 
ticular regarding the application to any 
seafood of the inspection service pro¬ 
vided by the regulations in this part. 

*b) When inspection service is sus¬ 
pended in an establishment, as author¬ 
ized by paragraph (a) of this section, 
the Food and Drug Administration shall 
not lengthen the inspection period in 
such establishment to compensate for 
any of the time of suspension 

§ 197.320 Inqurtioii period*. 

ca) The regular inspection period in 
each establishment in which Inspection 
service under It 197.310 through 197.386 
is granted consists of 4 consecutive 
months. The date of the beginning of 
such regular inspection period shall be 
regarded as the date, on or after Octo¬ 
ber 1 but not later than March 1, speci¬ 
fied for the beginning of the service in 
the application therefor, or such other 
date as may be specified by amendment 
to such application and approved: but 
If the Secretary la not prepared to begin 
the service on the specified date then the 
period shall start on the dale on which 
service Is begun. 

<b) Extension inspection period shall 
begin at the close of the preceding in¬ 
spection period. Extension inspection 
i>eriods may tie granted for periods of T 
month and/or fractional parts of 1 
month, but in no case less than 1 day. 
Extension inspection periods for 1 month 
may be granted In such establishment 
If application therefor, accompanied by 
a payment of $600.00. as prescribed by 
? 197.385(a) (3), is made at least 2 weeks 
in advance of the close of such preceding 
inspection period. Applications for ex¬ 
tension Inspection periods for fractional 
parts of a month may be accepted when 
accompanied by the payment prescribed 
by 9 197.385(a)(3) for such extensions 
No regular or extension inspection period 
shall extend beyond June 30 of any year 

<c> Upon request of the packer, and 
with the approval of the Food and Drug 
Administration, such service during any 
Inspection period may be transferred 
from one establishment to another to be 
operated by the same packer: but *uch 
transfer shall not serve to lengthen any 
inspection period or to take the place of 
an extension inspection period. In case of 
such transfer the packer shall furnish 
all necessary transportation of inspec¬ 
tors. 

(d) The inspection service shall be 
continuous throughout the inspect ion 
period. 

§ 197.323 \*-t£iintt'iti of iai*|»r«‘tor». 

(a) An initial assignment of at least 
one inspector shall be made to each es¬ 
tablishment In which inspection service 
under t* 197.310 through 197.385 is 
granted. Thereafter, the Food and Drug 
Administration shall adjust the number 
of inspectors assigned to each establish¬ 
ment and tour of duty of each Inspector 
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to the requirements for continuous and 
efficient inspection. 

(b> Any Inspector of the Pood and 
Drug Administration shall have free ac¬ 
cess at all times to all parts of the es¬ 
tablishment and to all fishing and freight 
boats and other conveyances dredging 
oysters for or transporting oysters to such 
establishments. 

§ I97.32 4 ! Dninprrtrd o>>icr« excluded 
front inspected t*Uibli»lifnrnlm 

i a • No establishment to which Inspec¬ 
tion service on canned oysters has been 
granted shall at any time thereafter can 
oysters that have not been so inspected, 
or handle or store in such establishment 
any canned oysters that have not been so 
inspected; but this paragraph shall not 
apply to on establishment after termina¬ 
tion of inspection service therein, or 
withdrawal therefrom as authorized by 
$ 197.315. 

(bi All oysters delivered to or held in 
an Inspected establishment may be sub¬ 
ject to inspection, but certificates of In¬ 
spection shall be issued mider f 197.380 
only on canned oysters 

§ 197.330 (irnrral rrquirrnirnl* for 
plain nnd equipment. 

<a> All exterior openings of the can¬ 
nery. including those of the shucking 
sheds, shall be adequately screened, and 
roofs and exterior walls shall be tight. 
When necessary, fly traps, fans, blowers, 
or other approved insect-control devices 
shall be installed. 

<b> Shucking sheds and packing 
rooms shall be separate, and fixtures and 
equipment shall be so constructed and 
arranged as to permit thorough cleaning. 
Such sheds and rooms shall be ade¬ 
quately lighted and ventilated, and the 
floors shall be tight and arranged for 
thorough cleaning and proper drainage. 
Open drains from shucking shed shall 
not enter packing room. If shucking 
shed and packing room are in separate 
buildings, such buildings shall be not 
more than 100 yards apart, unless ade¬ 
quate provisions are made to enable 
efficient inspection. 

<c> All surfaces of washers, tanks, 
belts, tables, flumes, utensils, and other 
equipment with which umhucked or 
shucked oysters come in contact after 
delivery to the establishment shall be of 
metal or of other smooth nonporous and 
easily cloanable material, provided such 
materials are not lead or other* toxic sub¬ 
stances Motel seams shall be smoothly 
soldered or smoothly welded. Shucking 
tables shall be so constructed as to pre¬ 
clude contamination of working surfaces 
or products thereon from foot traffic or 
whcelbarrowa or other containers used 
in delivering steamed oysters to such 
tables. 

<d> Adequate supplies of suitable de¬ 
tergents and sanitizing agents approved 
by the Food and Drug Administration: 
clean, unpolluted running water; and 
steam shall be provided for washing, 
cleaning, and otherwise maintaining the 
establishment In a sanitary condition 


<e> Adequate toilet facilities of sani¬ 
tary type which comply fully with ap¬ 
plicable State laws and local ordinances 
sh&U be provided. 

ff> An adequate number of sanitary 
washbasins, with liquid or powdered 
soap, shall be provided in both the shuck¬ 
ing shed and the packing room. Paper 
towels shall be provided in the packing 
room. 

<g> 8igns requiring employees han¬ 
dling oysters U> wash their hands after 
each absence from post of duty shall be 
conspicuously posted in the shucking 
shed and packing room and elsewhere 
about tlie premises as conditions require. 

ih> One or more suitable washing de¬ 
vices and one or more suitable Inspection 
belts shall be installed for the washing 
and subsequent inspection of the oysters 
before delivery for steaming or other 
means of opening. 

tl) If steam boxes are used for open¬ 
ing the oysters, they shall be provided 
with adequate steam inlets, exhausts, 
drains, n safety valve, and a pressure 
gauge. 

(j) Suitable means shall be provided 
for removing shells and debris from 
shucking shed. 

ck > One or more suitable devices shall 
be provided for removing shell and grit 
from shucked oysters, for washing such 
oysters, and for their subsequent drain¬ 
age. 

(1> One or more suitable inspection 
belts shall be installed for the inspection 
of shucked oysters. 

im» Equipment shall be provided for 
code-marking cans. 

cn) An automatic container-counting 
device shall be installed in each cannery 
line. 

<o) Each sterilizing retort shall be 
fitted with nt least the following equip¬ 
ment: 

Cl) An automatic control for regulat¬ 
ing temperatures. 

(2> An indicating mercury thermom¬ 
eter of a range from 170* F to 270* F. 
with scale divisions not greater than 2* 
F. installed either within a fitting at¬ 
tached to the shell of the retort or 
within the door or shell of tlie retort. 
If the thermometer is installed within a 
fitting, such fitting shall communicate 
with the chamber of the retort through 
an opening at least 1 inch in diameter. 
8uch fitting shall be equipped with a 
bleeder at least one-eighth inch in diam¬ 
eter. If the thermometer is Installed 
within tlie door or shell of the retort, the 
bulb shall project at least two-thirds of 
its length into the principal chamber. 

<3) A recording thermometer of a 
range from 170* F to 270* F, with scale 
divisions not greater than 2' F. The 
bulb of such thermometer shall be In¬ 
stalled as prescribed for the indicating 
mercury thermometer. The case which 
houses the charts and recording mech¬ 
anism shall be provided with an ap¬ 
proved lock, all keys to which shall be in 
the sole custody of the Inspector. 

(4) A pressure gauge of a range from 
0 to 30 pounds, with scale divisions not 


greater than 1 pound und diameter of 
not less than 5 inches. Such gauge 
shall be connected to the chamber of 
the retort by a short gooseneck tube 
The gauge shall be not more than 4 
inches higher than tlie gooseneck 
(5> A blow-off vent of at least * 4 -lnch 
inside diameter in the top of the retort 
A Vi-inch bleeder in top of the 

retort. 

(p> Suitable space and facilities shall 
be provided for the inspector to prepare 
records and examine samples and for the 
safekeeping of records and equipment. 

§ 197*310 General operating romliiiun*. 

<u' Tlie decks and holds of all boats 
tonglng or dredging oysters for or trans¬ 
porting oysters to an inspected estab¬ 
lishment. and the bodies of other con¬ 
veyances so transporting oysters shall 
be kept in a sanitary condition. Such 
boats shall be equipped with adequate 
means for protecting the oysters against 
contamination with bilge water 

(b> Inspected establishments, freight 
boats, and other conveyances serving 
such establishments shall accept only 
live, clean, sound oysters taken from 
unpolluted areas. When necessary*, ice or 
other suitable refrigeration shall be 
provided to prevent spoilage 

tc> After delivery of each load of 
oysters to the establishment, decks and 
holds of each boat and tlie body of each 
other conveyance or container making 
such delivery shall be w*ashed down with 
clean, unpolluted water, and all debris 
shall be cleaned therefrom before such 
boat or other conveyance or container 
leaves the establishment premises. 

id* Before being steamed or opened 
by other means, the oysters shall be 
waslied with clean, unpolluted water 
and then passed over the inspection belt 
and culled to remove dirty, muddy, dead, 
or decomposed oysters and extraneous 
material Muddy oysters may be re¬ 
turned to the washer for rewashing. 

<e» As often as is necessary to main¬ 
tain sanitary conditions, unloading plat¬ 
forms and equipment shall be washed 
with clean, unpolluted water, and all 
debris shall be cleaned therefrom 
<f» Shells shall be removed from the 
shucking shed continuously. 

(g) Offal, debris, or refuse from any 
source whatever shall not be allowed to 
accumulate in the cannery or. except for 
shells, about the premises. ShelLs shall 
not be allowed to accumulate about tin* 
premises in such a manner as to create 
a nuisance. 

<h> The delivery of steamed oysters 
to shuckers by means of manually roll¬ 
ing. trundling, or wheelbarrowing such 
oysters on or above shucking tables w*tll 
not be permitted. 

0> Shucking knives and shucking cups 
shall be thoroughly washed with soap 
and water ond chlorinated before use 
each day. Chlorine solution shall be 
maintained at a strength of 200 parts 
per million. , „ . 

(j> No shucked oysters shall be re¬ 
turned to shucker after delivery to the 
weigher. Shucking cups shall be cleaned 
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And sanitized after each delivery to the 
weigher. 

<k) 8hucked oysters being transported 
from one building to another shall be 
properly covered and protected against 
contamination. 

tl) The shucked oysters shall be 
washed, separated from the shell and 
grit by suitable devices. And then imme¬ 
diately drained. The time of washing 
shall not exceed the minimum time nec¬ 
essary for cleansing. 

<m) Prom the time of delivery to the 
cannery up to the time of final proc¬ 
essing. oysters shall be handled expedi¬ 
tiously and under such conditions as to 
prevent contamination or spoilage. 

<n> The packer shall destroy for food 
purposes under the immediate supervi¬ 
sion of the Inspector all oysters in his 
possession condemned by the inspector 
as filthy, decomposed, putrid, or unfit for 
food. Oysters condemned on the boat or 
on the unloading pi at from shall not be 
taken Into the cannery, but shall be 
either destroyed or returned to a bedding 
ground. 

<o> All portions of the establishment 
shall be adequately lighted to enable the 
inspector to perform his duties properly. 

<p) All floors and other parts of the 
establishment including unloading plat¬ 
forms. and all fixtures, equipment, and 
utensils shall be cleaned as often as may 
be necessary to maintain them in a sani¬ 
tary condition. 

<q) The packer shall require all em¬ 
ployees handling oysters to wash their 
hands after each absence from post of 
duty and to observe other proper habits 
of cleanliness. 

<r) The packer shall not knowingly 
employ in or about the establishment 
any person afflicted with an Infestlous or 
contagious disease or with any open sores 
on exposed portions of the body 

§ 197.330 Code marking. 

<a) Code marks shall be affixed to all 
cans and other Immediate containers be¬ 
fore they are placed in the processing 
retorts. Sudh marks shall show at least: 

(1) The date of packing; 

<2) The establishment rherc packed; 

<3> The conveyance; and 

<4) The size of the oysters when 4 ,uch 
oysters are graded for size. 

<b) Keys to all code marks shall be 
given to the inspector. 

fc) Each lot shall be stored separately 
pending final inspection, with a space 
of not less than 6 inches between stacks 
of each lot. For the purposes of the reg¬ 
ulations in this part all cans or other 
containers bearing the same code marks 
Khali be regarded as comprising a lot. 

§ 197.355 IWr«*f»ii»g. 

<a) The closure of the can or other 
immediate container and the time and 
temperature of sterilizing the canned 
oysters shall be adequate to prevent 
bacterial spoilage. 

( b> The following times and tempera¬ 
tures shall be the minimum employed 
for the containers indicated: 


Canned oyitvrn 



Initial 

temper*- 

Tim* a* 

Time at 

®t* 

turn 

240* Y 

awrr 


Kahr«nMt> 



m by SIS.... 
211 by 3110 

Trt 

74 

H 

211 by SOft 

_f IW 

9 

IS 

211 by 4i)0 

3U7 by 400 

-J 

_ 70 

2ft 

14 

307 by «Or . 

no 

71 

13 


For the purposes of this section, initial 
temperature Is defined as the average 
temperatime of the contents of the con¬ 
tainer at the moment steam is admitted 
to the sterilizing retort. 

(c) The blow-off vent shall be open 
during the coming-up period until the 
mercury thermometer registers at least 
215* F. Bleeders shall emit steam dur¬ 
ing the entire cooking period. 

cd) The inspector shall identify each 
record on the thermometer chart with 
the code mark of the lot to which such 
record relates and the date of such rec¬ 
ord. The Food and Drug Administration 
shall keep such charts for at least 5 
years, and upon request shall make them 
available to the packer. 

(e) The jmcker shall keep for at least 
2 years all shipping records covering 
shipments from each lot. and upon re¬ 
quest shall furnish such records to any 
Inspector of the Food and Drug Admin¬ 
istration. 

H 197.360 fcftiituiiialioji after running. 

<u> Adequate samples shall be drawn 
by the inspector from each lot of canned 
oysters and shall be examined to deter¬ 
mine whether or not such canned oysters 
conform to all requirements of the Fed¬ 
eral Food, Drug, and Cosmetic Act, 
amendments thereto, and regulations 
thereunder. 

<b> The packer shall destroy for food 
purposes, under the immediate super¬ 
vision of the inspector, all canned oysters, 
condemned by the inspector as not com¬ 
plying with 9 197.355, or os filthy, decom¬ 
posed. putrid, or otherwise unfit for food 

§ 197.370 l^lxiiiig. 

<a) Labels on canned oysters packed 
and certified under 99 197.310 through 
197.385 may bear the mark “Production 
Supervised by the U.8. Food and Drug 
Administration/’ Such mark. If used, 
shall be plainly and conspicuously dis¬ 
played, in type of uniform size and style, 
on a strongly contrasting, uniform back¬ 
ground. 

cb) Two proofs, or one proof and one 
photostat thereof, or eight specimens of 
all labeling Intended for use on inspected 
canned oysters or on or within the cases 
therefor shall be submitted to the Food 
and Drug Administration for approval. 
If the proofs or photostat and proof are 
submitted, eight specimens of the label¬ 
ing shall be sent to the Food and Drug 
Administration after printing. The Food 
and Drug Administration Is hereby au¬ 
thorized to approve labeling for use on 
canned oysters inspected under 99 197 - 


310 through 197.385. Approval shall be 
subject to the condition that such label¬ 
ing shall be so used as to comply with 
the provisions of the Federal Food, Drug 
and Cosmetic Act, amendments thereto, 
and regulations thereunder. The Food 
and Drug Administration is also author¬ 
ized to revoke any such approval for 
cause. The Food and Drug Administra¬ 
tion shall not approve labeling for canned 
oysters intended for export under 
the provisions of 9 197.380(e). 

(c) No commercial brand or brand 
name appearing on labeling approved as 
authorized under paragraph <b) of this 
section and bearing the mark described 
hi paragraph (a) of this section, and no 
labeling simulating any such approved 
labeling, shall be used after such ap¬ 
proval on canned oysters other than 
those that have been handled, prepared, 
and packed in compliance with all pro¬ 
visions of 99 197.310 through 197.385; but 
thin section shall not apply to any 
packer's labeling not bearing such mark 
after termination of Inspection or with¬ 
drawal thereof as authorized by 9 197.315 
or to any distributor’s labeling not bear¬ 
ing such mark after written notice by 
the owner thereof to the Food and Dm# 
Administration that the use of such 
labeling on inspected canned oysters has 
been discontinued and will not be re¬ 
sumed. 

<d) Canned-oyster labeling authorized 
by paragraph (a) of this section or ap¬ 
proved under paragraph ib> of this 
section shall be used only as authorized ‘ 
by 99 197.310 through 197.385. Unauthor¬ 
ized use of such labeling renders the user 
liable to the penalties prescribed by the 
Food. Drug, and Cosmetic Act. as 
amended. 

§ 197.3110 t !«*rtili«‘iatr* of 

*<tnTimj«tnc mid rxpon permit*. 

<a> After finding that the canned oys¬ 
ters comprising any parcel have been 
handled, prepared, and packed in com¬ 
pliance with all provisions of 99 197.310 
through 197.385; bear labeling approved 
as authorized under 8 197.370(b); and 
comply with all the provisions of the 
Federal Food, Drug, and Cosmetic Act, 
amendments thereto, and regulations 
thereunder, the inspector shall issue a 
certificate showing that such canned 
oysters so comply. The certificate shall 
specify the code marks to which it ap¬ 
plies, tiie quantity of the parcel so 
marked, the place where such parcel is 
stored, the size and kind of containers, 
the commercial brand name on the 
Labels, the condition of the oysters if 
they are broken or if they ore substand¬ 
ard In fill, and the destination of the lot 
if known. Such certificate shall become 
void if such labeling Is removed, altered, 
obliterated, or replaced; but such canned 
oysters may be relabeled under super¬ 
vision of an inspector and recertified if 
the Inspector finds that, after being re¬ 
labeled, they comply with the require¬ 
ments laid down by this paragraph for 
the issuance of a certificate. 
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<b) Unless covered by certificate, 
canned oysters shall be moved from an 
Inspected establishment only for storage 
authorized under paragraph (cl of this 
section, or for export authorized under 
paragraph (e> of this section, or for 
destruction as provided by ft 197.360<b>. 

(c) Applications to move unlnbcled 
canned oysters for storage in a ware¬ 
house elsewhere than in the establish¬ 
ment where such oysters were packed 
shall be on forms supplied by the Ad¬ 
ministration. The application shall give 
the name and location of the warehouse 
in which such canned oysters are to be 
stored, and shall be accompanied by an 
agreement signed by the operator of 
such warehouse that inspectors shall 
have free access at all times to all canned 
oysters so stored, and that conditions 
which will preserve the Identity of each 
parcel of such canned oysters shall be 
continuously maintained pending Issu¬ 
ance of a certificate thereon or removal 
as authorized by paragraph (d> of this 
section. If such application is approved 
and it appears to the Inspector that the 
canned oysters comprising any parcel 
have been packed in compliance with 
§1 197.310 through 197.385 and conform, 
except for the absence of labeling, to all 
requirements of the Federal Food. Drug, 
and Cosmetic Act, amendments thereto, 
and regulations thereunder, the inspec¬ 
tor sliall issue to the applicant, on his 
request, a warehousing permit covering 
such canned oysters. Such permit shall 
specify the code marks to which it ap¬ 
plies. the quantity of the parcel so 
marked, the place from and to which 
such parcel is to be moved, the size of 
the oysters, the size and kind of con¬ 
tainers. and the condition of the oysters 
if they are broken or If they arc sub¬ 
standard in fill and. if such be the case, 
that they arc intended for export under 
paragraph (e) of this section. When 
any provision of the agreement is vio¬ 
lated. the Food and Drug Administration 
may revoke any permit issued pursuant 
to such agreement, and may also revoke 
its approval of the application for ware¬ 
housing which accompanied such 
agreement. 

<d> Unless covered by certificate, 
canned oysters stored under the author¬ 
ity of paragraph (c> of this section shall 
be moved from the warehouse where 
stored only for re-storage under such 
authority, or for return upon written 
permission of the inspector to the estab¬ 
lishment where packed, or for export 
authorized under paragraph <e> of this 
section, or for destruction as provided by 
ft 197.360(b). 

(e> An application to export canned 
oysters under the provisions of section 
801(d) of the act shall be accompanied 
by the original or a verified copy of the 
specifications of the foreign purchaser; 
if required by the Food and Drug Ad¬ 
ministration. evidence showing that such 
canned oysters are not in conflict with 
the laws of the country to which they are 
intended for export; and. if shipment of 
labeled canned oysters is specified or di¬ 
rected. eight specimens of the labeling 
therefor. If canned oysters prepared or 
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packed according to such specifications 
are not In conflict with the laws of such 
country, the Administration shall direct 
the inspector to issue to the applicant an 
export permit covering such canned 
oysters comprising any parcel ordered by 
such purchaser under such specifications, 
when the Inspector finds that such 
canned oysters were packed in compli¬ 
ance with the requirements of ft ft 197.310 
through 197.385 regarding sanitary con¬ 
ditions and processing; arc not filthy, 
decomposed, putrid, or otherwise unfit 
for food; accord to such specifications, 
and are labeled on the ouUlde of the 
shipping package to show that they arc 
intended for export. Such permit shall 
specify the code marks to which it ap¬ 
plies and the quantity of the parcel so 
marked, and sliall show that such canned 
oysters were packed under sanitary con¬ 
ditions. are wholesome, and accord to 
such specifications. The applicant shall 
furnish to the inspector documentary 
evidence showing the exportation of all 
such canned oysters. 

§ 197.383 In•<perl ion fern. 

(a) (1) Except as otherwise provided 
by the regulations in this part, an initial 
payment of $600.00 shall accompany 
each application; thereafter, three addi¬ 
tional advance payments of $600.00 each 
shall be made, as follows: One payment 
on or before the date of the beginning 
of the regular inspection period spec¬ 
ified in the application for inspection; 
the remaining two payments on or be¬ 
fore the first day of each succeeding 
month, except that the Food and Drug 
Administration may require the full 
amount of all advance payments pre¬ 
scribed by this paragraph to accompany 
the application of an applicant who has 
defaulted in any payment due for any 
prior packing season: Provided, That a 
packer who is concurrently receiving in¬ 
spection service and making payments 
. under the regulations for the inspection 
of processed shrimp shall not make any 
additional payments under this subpara¬ 
graph. 

<2> Whenever it is determined, with¬ 
out hearing, by the Food nnd Drug Ad¬ 
ministration that an establishment hav¬ 
ing the inspection service has been dam¬ 
aged by wind, fire, flood, or other calam¬ 
ity to such an extent that packing 
operations cannot be resumed before the 
end of the fiscal year then current, no 
advance payments falling due after such 
calamity shall be required from the 
packer for that fiscal year; but whenever 
it is determined, without hearing, by the 
Food and Drug Administration that an 
establishment having the inspection 
service has been so damaged by any 
such calamity that operations must be 
suspended temporarily, but can be re¬ 
sumed before the end of the fiscal year 
then current, advance payments falling 
due after such calamity and before the 
month of resumption of operations shall 
be postponed until operations are re¬ 
sumed. and thereupon shall be paid in 
equal monthly installments during the 
period between the time of resumption 
of operations and June 1 of the fiscal 


year then current: Provided, That in the 
event of a determination described in 
this subparagraph the total payments 
and production deposits made by the 
packer involved shall be charged with 
the cost of the service made available 
for the establishment, without regard 
to the method provided hereinafter for 
computing charges against payments 
and production deposits, and the bal¬ 
ance of the total payments and deposits 
remaining after such charges shall be 
refunded by the Food and Drug Admin¬ 
istration to the packer after the com¬ 
pletion of the fiscal year. 

(3) Each application for an extension 
inspection period of l month shall be 
accompanied by a payment of $600.00. 
and at subsequent monthly intervals 
thereafter additional payments of 
$600.00 sliall be made; but if the final 
payment is to cover a period of leas than 
30 days, then such payment shall be at 
the rate of $20.00 for each day of such 
period. 

(b> (1) In addition to the payments 
prescribed in paragraph <a> of this sec¬ 
tion. advance deposits based upon the 
quantity of oysters canned by the sub¬ 
scribing establishment shall be made to 
underwrite adequately the cost of the 
inspection service. Such deposits shall 
be paid in advance in amounts of uot 
less than $300.00. unless the Food and 
Drug Administration on an estimate of 
production authorizes other amounts, 
and shall be computed at the rate of 15 
cents for each case of 48 cans, size 
211 x 300. Any advance production de¬ 
posits in excess of those required for 
actual oysters canned for the fiscal yeAr 
(July 1 through June 30) will be re¬ 
funded to the packers by the Food and 
Drag Administration after the comple¬ 
tion of the fiscal year. 

(2) Production deposits as computed 
under paragraph fl>) (1) of this section, 
together with deposits for shrimp re¬ 
ceived os prescribed under 5 197.885(b) 
(1). in the case of processed shrimp, 
shall be charged with the balanre of the 
total cost of the Inspection service which 
has not been provided for by the com¬ 
bined total payments under paragraph 
(a) of this section and paragraph <a> of 
5 197.885, in the case of processed shrimp 
The balance of the production deposits 
remaining after such charges have been 
made shall be refunded by the Admin¬ 
istration to the packers after the com¬ 
pletion of the fiscal year In the ratio 
which each packer's production deposits 
for oysters canned and deposit* for 
shrimp received bears to the combined 
total of such deposits for oysters canned 
and shrimp received by oil packers for 
the fiscal year. 

(3) When inspection service is with¬ 
drawn from an establishment as author¬ 
ized under ftl97.315«a>. the Food and 
Drug Administration shall not return to 
the packer any advance payments and 
or deposits required to the date of with¬ 
drawal of the service. Such payments 
and or deposits shall be charged with 
the cost of the service made available for 
the establishment, without regard to the 
method described In this section, and the 
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balance that would have accrued to such 
pucker shall remain to the credit of the 
Food and Drug Administration in the 
.special account "Salaries and Expenses. 
Certification and Inspection Services.** 

(c) A separate fee shall be paid to 
cover all expenses incurred In accordance 
with the regulations of the United States 
Government, for salary, travel, subsist¬ 
ence. and for other purposes incident to 
inspection for the purpose of issuing a 
certificate or warehousing or export per¬ 
mit on canned oysters stored or held at 
any place other than an establishment 
to which a seafood inspector is then 
assigned. 

id) When the cannery and the can¬ 
nery warehouse of on establishment are 
located at different points of such dis¬ 
tance apart that transportation between 
them is required for the Inspector to per¬ 
form his duties in the establishment, the 
packer shall furnish such transportation 
or shall pay a separate fee to cover all 
expenses therefor. 

<e> All payments required by the reg¬ 
ulations In this part shall be by bank 
draft or certified check, collectible at par 
drawn to the order of the Food and Drug 
Administration, and payable at Washing¬ 
ton. DC. All such drafts and checks ex¬ 
cept those for the payment required by 
9197.310<a>. shall be delivered to the 
inspector and promptly scheduled to the 
Food and Drug Administration. Depart¬ 
ment of Health. Education, and Welfare. 
Washington. DC. whereupon after ap¬ 
propriate records thereof have been 
made they shall be transmitted to the 
Chief Disbursing Officer. Division of 
Disbursement. Treasury Department, for 
deposit to the special account "Certifica¬ 
tion and Inspection Services. Food and 
Drug Administration.** 

(ft All refunds to packers shall be by 
check drawn on the Treasury of the 
United States pursuant to refund 
vouchers duly certified and approved by 
the designated administrative officers. 

Subparts E, F, G, H—[Reserved] 

Subpart I—Inspection of Processed 
Shrimp 

$ 197.810 Application for in*prrltott 

service* 

< a> Applications for inspection service 
on the processing of shrimp under the 
provisions of section 703a of the Federal 
Food. Drug, and Cosmetic Act shall be on 
forms supplied by the Food and Drug Ad¬ 
ministration. The processing of shrimp 
comprises all the operations including 
labeling and storage, necessary to pre¬ 
pare for the market shrimp in any of the 
following forms: Iced or frozen raw 
headless, raw peeled or cooked peeled 
‘ any of which may be deveined): iced or 
frozen deveined shrimp, partially or com¬ 
pletely peeled (which may be battered 
and breaded before freezing*, and 
ranned shrimp. No application for a 
regular inspection period filed with the 
Food and Drug Administration after 
May l, preceding such period in any year, 
fchall be considered unless the applicant 
shows substantial cause for failure to file 
such application on or before May 1 of 
such year. A separate application shall 


be made for each inspection period In 
each establishment for which the service 
is applied Each application for a regular 
inspection period shall be accompanied 
by an advance payment of *500.00 as pro¬ 
scribed by $ 197.885(a) U>. Such pay¬ 
ment shall be made in the manner pro¬ 
scribed by 5 197.885(c). 

(b) For the purposes of || 197.810 
through 197.885. an establishment is de¬ 
fined as a factory where shrimp may 
be processed and warehouses and cold 
storage plants under the control and 
direction of the packer where such 
shrimp Is stored. 

§ 197.812 Cnanling or rrftt»inc iiimcmt* 
Iiimi service; raiicdlatlon of «ppllm* 
lion. 

<a> The Secretary of Health. Educa¬ 
tion. and Welfare may grant the inspec¬ 
tion service applied for upon determining 
Hint the establishment covered by such 
application complies with the require¬ 
ments of $ 197.830. 

<b* The Secretary may refuse to 
grant Inspection service at any estab¬ 
lishment for cause. In case of refusal, 
the applicant shall be notified of the 
reason therefor and shall have returned 
all advance payments and deposits made, 
less any expenses Incurred for prelim¬ 
inary inspection o/ the establishment or 
for other purposes incident to such 
application. 

<c> The applicant, by written notice 
to the Secretary, may withdraw his 
application for inspection service before 
July 1 preceding the inspection period 
covered by the application. In case of 
such withdrawal, the Secretary shall 
return to such applicant all advance pay¬ 
ments and deposits made, less any salary 
and other expense incurred Incident to 
such application. 

§ 197.815 Sunp€fi«ion and Mittidniwal of 
inspection mtvIcc. 

(a) The Food and Drug Administra¬ 
tion may suspend and the Secretary may 
withdraw inspection service in any estab¬ 
lishment: 

(1) Upon failure of the packer to com¬ 
ply with any applicable provision of 
§3 197.810 through 197.885; or 

(2) Upon the dissemination by the 
packer or any person in privity with him 
of any representation that is false or mis¬ 
leading in any particular regarding the 
application to any seafood of the inspec¬ 
tion service provided by the regulations 
in this part. 

(b> When inspection service Is sus¬ 
pended in an establishment, as author¬ 
ized by paragraph <a> of this section, the 
Food and Drug Administration shall not 
lengthen the inspection period in such 
establishment to compensate for any of 
tho time of suspension. 

§ 197.820 Iiiftpcciion period*. 

(a) The regular inspection period in 
each establishment In which inspection 
service under 99 197.810 through 197.885 
is granted consists of 9 consecutive 
months. The date of the beginning of 
such regular inspection period shall be 
regarded as the date, on or after July 1. 
but not later than October 1. specified for 


the beginning of the service in the appli¬ 
cation therefor, or such other date as 
may be specified by amendment to such 
application and approved: but if the Sec¬ 
retary ig not prepared to begin the sen - 
ice on the specified date, then the period 
shall start on the date on which service 
is begun. 

(b) Extension inspection periods shall 
begin at the close of the preceding in¬ 
spection period. Extension inspection pe¬ 
riods may be granted for periods of 1 
month and/or fractional parts of 1 
month, but in no case less than 1 day. 
Extension inspection periods for 1 month 
may be granted in such establishment if 
application therefor, accompanied by a 
payment of $600.00 as prescribed by 
9 197.885(a) <3>. Is made at least 2 weeks 
in advance of the close of such preceding 
inspection period. Applications for exten¬ 
sion inspection periods for fractional 
parts of a month may be accepted when 
accompanied by the payment prescribed 
by 9 197.885(a)(3) for such extensions. 
No regular or extension inspection period 
shall extend beyond June 30 of any year. 

(c> Upon request of the packer, and 
with the approval of the Food and Drug 
Administration, such service during any 
inspection period may be transferred 
from one establishment to another to be 
operated by the same packer; but such 
transfer shall not serve to lengthen any 
Inspection period or to take the place of 
an extension inspection period. In case 
of such transfer the packer shall furnish 
all necessary transportation of inspec¬ 
tors. 

(d) The inspection service shall be 
continuous throughout the Inspection 
period. 

§ 197.825 l**lgnmrttt of innpretor*. 

(a) An initial assignment of at least 
one inspector shall be made to each es¬ 
tablishment in which inspection service 
under 99 197.810 through 197.885 is 
granted. Thereafter, the Food and Drug 
Administration shall adjust the number 
of inspectors assigned to each establish¬ 
ment and tour of duty of each inspector 
to the requirements for continuous and 
efficient inspection. 

(b( Any inspector of the Pood and 
Drug Administration shall have free 
access at all times to all parts of the 
establishment, to plants supplying 
materials to the inspected establishment, 
and to all fishing and freight boats and 
other conveyances catching shrimp for. 
or transporting shrimp to, such estab¬ 
lishment. 

8 197.829 l nin-|MM tr«l »|iritup rxrltidrtl 

from r-tublidum nl*. 

(a) No establishment to which inspec- 
t ion service has been granted shall at any 
time thereafter process shrimp which 
has not been so inspected or handle or 
store in such establishment any proc¬ 
essed shrimp which has not been so in¬ 
spected; but this paragraph shall not 
apply to an establishment after termina¬ 
tion of inspection service therein or 
withdraw^ therefrom as authorized by 

9 197.815. 

<b> All shrimp and other ingredients 
entering into the finished product may 
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be subject to inspection prior to delivery 
to the establishment or at any time 
thereafter, and all shrimp processed in 
such establishment shall be subject to 
certification under I 197.880. 

§ 197.830 Onrrnl rcqulrrnw'Mt* for 
plant and ♦Npiipmcnt. 

<a> All exterior openings of the estab¬ 
lishment shall be adequately screened 
and roofs and exterior walls shall be 
tight. When necessary, fly traps, fans, 
blowers, or other approved insect- 
control devices shall be Installed. 

(b> Except for raw headless shrimp 
which may or may not be dcvclned. pick¬ 
ing and packing rooms shall be separate, 
provided that this requirement may be 
waived by the Food and Drug Adminis¬ 
tration where separation of picking and 
packing rooms is not necessary for ade¬ 
quate sanitation. Blanching tanks shall 
not be located In picking room. Fixtures 
and equipment shall be so constructed 
and arranged as to permit thorough 
cleaning. Such rooms shall be adequately 
lighted and ventilated, and the floors 
shall be tight and arranged for thorough 
cleaning and proper drainage. Open 
drains from picking room shall not enter 
packing or blanching room. If picking 
and packing rooms are In separate build¬ 
ings. such buildings shall be not more 
than 100 yards apart unless adequate 
provisions are made to enable efficient 
inspection. 

(c) All surfaces of tanks, belts, 
tables, flumes, utensils, and other equip¬ 
ment with which either picked or un¬ 
picked shrimp come in contact after de¬ 
livery to the establishment shall be of 
metal or of other smooth non porous and 
easily clean able materials, provided such 
materials are not lead or other toxic 
substances. Metal seams shall be 
smoothly soldered or smoothly welded. 

<d) Adequate supplies of suitable de¬ 
tergents and sanitizing agents approved 
by the Food and Drug Administration; 
clean, unpolluted running water; and. If 
necessary, steam shall be provided for 
washing, cleaning, and otherwise main¬ 
taining the establishment in a sanitary 
condition. 

(e) Adequate toilet facilities of sani¬ 
tary type which comply fully with ap¬ 
plicable State laws and local ordinances 
shall be provided. 

(f) An adequate number of sanitary 
washbasins, with liquid or powdered 
soap, shall be provided in both the pick¬ 
ing and packing rooms. Paper towels 
shall be provided in the packing room. 
Provision shall be made for sanitizing 
the hands of employees by the use of 
suitable sanitizing agents. 

<g) Signs requiring employees han¬ 
dling shrimp to wash and sanitize their 
hands after each absence from post of 
duty shall be conspicuously posted In 
the picking and packing rooms and else¬ 
where about the premises as conditions 
require. 

th) One or more suitable washing de¬ 
vices and one or more suitable inspection 
belts shall be installed for the washing 
and subsequent Inspection of the shrimp 
before processing. 
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<l> Suitable containers, flumes, chutes, 
or conveyors shall be provided for re¬ 
moving offal from picking room. 

<J) Picking or heading tables shall be 
equipped with flumes supplied with clean, 
unpolluted water or with mechanical 
conveyors for removing the picked or 
headed shrimp. 

(k) Equipment shall be provided for 
code-marking cans and other immediate 
containers and master cartons used In 
packaging other than canned shrimp. 

(l) An automatic container-counting 
device shall be installed in each cannery 
line. 

<m> Each sterilizing retort shall be 
fitted with at least the following equip¬ 
ment: 

(1) An automatic control for regulat¬ 
ing temperatures. 

(2) An indicating mercury thermom¬ 
eter of a range from 170* P to 270* P 
with scale divisions not greater than 2 F. 
For steam cook such thermometers shall 
be installed either within a fitting at¬ 
tached to the shell of the retort or within 
the door or shell of the retort. For water 
cook such thermometers shall bo Installed 
in the door or shell of the retort below the 
water level. If the thermometer is in¬ 
stalled within a fitting such fitting shall 
communicate with the chamber of the 
retort through an opening at least 1 Inch 
in diameter. 8uch fitting shall be 
equipped with a bleeder at least one- 
eighth of an Inch in diameter. If the 
thermometer is installed within the door 
or shell of the retort, the bulb shall pro¬ 
ject at least two-thirds of its length into 
the principal chamber. 

<3) A recording thermometer of a 
range from 170* F to 270* P with scale 
divisions not greater than 2* P. The bulb 
of such thermometer shall be installed 
as prescribed for the indicating mercury 
thermometer. The case which houses the 
charts and recording mechanism shall be 
provided with an approved lock, all keys 
to which shall be in the sole custody of 
the Inspector. 

(4) A pressure gauge of a range from 
0 to 30 pounds, with scale divisions not 
greater than 1 pound and diameter of 
not less than 5 Inches. Such gauge shall 
be connected to the chamber of the re¬ 
tort by a short gooseneck tube. The 
gauge shall be not more than 4 inches 
higher than the gooseneck. 

<5> For steam cook, a blow-off vent 
of at least %-inch inside diameter in the 
top of the retort. 

<6) For steam cook, a Hi-inch bleeder 
in top of retort. 

<n) Each cold storage compartment 
shall be fitted with at least the following 
equipment: 

(1) An automatic control for regu¬ 
lating temperature. 

Cl) An indicating thermometer so in¬ 
stalled as to indicate accurately the 
temperature within the storage compart¬ 
ment. 

(3) A recording thermometer so in¬ 
stalled as to indicate accurately the 
temperature within the compartment at 
all times. The case which houses the 
charts and recording mechanism shall be 
provided with an approved lock, all keys 
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to which shall be in the sole custody of 
the Inspector. 

<o) Provision shall be made for water¬ 
glazing where such glazing is necessary 
to maintain the quality of frozen shrimp 
Glazing shall be done with clean, unpol¬ 
luted water. 

(p) Provision shall be made for im¬ 
mediate Icing or cold storage of all 
packaged shrimp which Is destined for 
sale as unfrozen shrimp. 

<q) Suitable space and facilities shall 
be provided for the inspector to prepare 
records and examine samples, and for 
the safekeeping of records and equip¬ 
ment. 

§ 197.814! f»4*nrrail operating concltltnu*. 

(a) Plants supplying raw headless or 
frozen raw headless shrimp to an In¬ 
spected establishment, decks and holds 
of all boats catching shrimp for or trans¬ 
porting shrimp to an inspected estab¬ 
lishment. and the bodies of other 
conveyances so transporting shrimp 
shall be kept in a sanitary condition. 

<b) Inspected establishments, plant- 
supplying Inspected establishments 
freight boats, and other conveyances 
serving such establishments shall ac¬ 
cept only fresh, clean, sound shrimp. 
The shrimp shall be Iced or refrigerated 
Immediately after they are caught, smd 
shall be kept adequately Iced or refriger¬ 
ated until delivery to the establishment 

<c> After delivery of each load of 
shrimp to the establishment, decks and 
holds of each boat and the body of each 
other conveyance or container making 
such delivery shall be washed down with 
clean, unpolluted water, and all debris 
shall be cleaned therefrom before such 
boot or other conveyance or container 
leaves the establishment premises. 

<d) Before being headed, picked, or 
deveined. the shrimp shall be adequately 
washed with dean, unpolluted water 
and then passed over the inspection belt 
and culled to remove all shrimp that arc 
filthy, decomposed, putrid, or otherwise 
unfit for food, and all extraneous ma¬ 
terial. 

<e) Offal from picking tables shall not 
be piled on the floor, but shall be placed 
In suitable containers for frequent re¬ 
moval. or shall be removed by Humes, 
conveyors, or chutes. Offal, debris, or 
refuse from any source whatever shall 
not be allowed to accumulate in or 
about the establishment. 

<f> Shrimp shall be picked into flumes 
that immediately remove the picked 
meats from the picking tables; except 
that shrimp may be picked Into seam¬ 
less containers of not more than 3 pints 
capacity if the picked meats are not held 
in such containers for more tlion 20 
minutes before being flumed or conveyed 
from the picking tables. If shrimp arc 
picked into such containers, the con¬ 
tainers shall be cleaned and sanitized 
as often as may be necessary to maintain 
them in a sanitary condition, but In no 
case less frequently than every 2 hours. 
Whenever a picker Is absent from bis or 
her post of duty, the container used by 
such picker shall be cleaned and sani¬ 
tized before picking is resumed. For the 
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purposes of this paragraph, the term 

picked'* shall include the operation 
whereby a portion of the shell is removed, 
leaving the tail in place, and the back 
of the shrimp is sliced open to remove 
the alimentary canal or vein. 

<g) Picked shrimp being transported 
from one building to another shall be 
properly covered and protected against 
contamination. 

»h' Prom the time of delivery to the 
establishment up to the time of final, 
processing, shrimp shall be handled ex- 
pedltiouBly and under such conditions as 
to prevent contamination or spoilage. 
Shrimp other than that to be canned 
slmll be precoolcd immediately after the 
final cleaning or blanching operation to 
a temperature not exceeding 50' F if it 
is to be packaged immediately, or to a 
temperature not exceeding 40 J P if it Is 
not to be packaged immediately. If such 
shrimp are to be frozen, they shall be 
placed in the freezing compartment 
within 1 hour after final preparation. 

<i> If batter Is employed, it shall be 
used within l hour after it is prepared 
The temperature of the batter shall not 
exceed 50 J F. 

The packer shall destroy for food 
purposes under the immediate supervi¬ 
sion of the Inspector all shrimp in his 
possession condemned by the inspector “ 
as filthy, decomposed, putrid, or other¬ 
wise unfit for food. Shrimp condemned 
on boat or unloading platform shall not 
be taken into the icebox or picking room 

<k> Haw materials other than shrimp 
that enter into the finish product shall 
not be used If condemned by the inspec¬ 
tor as unfit for food. Such condemned 
raw materials shall be segregated from 
usable materials and be held for disposal 
as directed by the inspector, or they may 
be destroyed forthwith by the packer if 
he so desires. 

<1> All portions of the establishment 
shall be adequately lighted to enable the 
inspector to perform his duties properly. 

( m) All floors and other parts of the 
establishment. Including unloading plat¬ 
forms. and all fixtures, equipment, and 
utensils shall be cleaned as often as may 
be necessary to maintain them in a san¬ 
itary condition. Containers for mixing 
or holding batter shall be adequately 
cleaned and sanitized before they are 
used for a new batch of batter. Equip¬ 
ment for applying batter shall be ade¬ 
quately cleaned and sanitized at least 
once each hour while in operation. 

( n) The packer shall require all em¬ 
ployees handling shrimp to wash and 
sanitize their hands after each absence 
from post of duty, and to observe other 
proper habits of cleanliness. 

<o> The packer shall not knowingly 
employ in or about the establishment 
any person afflicted with an infectious 
or contagious disease, or with any open 
sores on exposed portion & of the body. 

§ I‘>7.11.70 Codr marking. 

*a> Permanently legible code marks 
sliali be placed on all Immediate con¬ 
tainers at the time of packaging. Such 
marks shall show at least: 

* 11 The date of packing; 
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(2) The establishment where packed; 
and 

<3) The size of the shrimp when such 
shrimp are graded for size and arc not 
in containers through which they are 
clearly visible. 

Corresponding code marks shall also be 
placed on the master cartons containing 
individual packages of shrimp other than 
canned. 

• b> Keys to all code marks shall be 
given to the inspector. 

<c> Each lot shall be stored separately 
pending final inspection, with a space of 
not less than 6 inches between stacks of 
each lot. For the purposes of the regu¬ 
lations in this part, all cons or other 
containers bearing the same code marks 
shall be regarded as comprising a lot. 

§ 197*855 Pro cra a in g* 

(a) The closure of the can or other 
immediate container and the time and 
temperature of sterilizing the canned 
shrimp shall be adequate to prevent 
bacterial spoilage. 

<b> The following times and tempera¬ 
tures shall be the mminiums employed 
for the containers Indicated; ✓ 
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For wet-pack shrimp in cans 307 x 400 
and smaller, a cook of 12 minutes at 250' 
F. and for wet-pack shrimp in cans 
502 x 510. a cook of 15 minutes at 250' 
F, may be approved if adequate provi¬ 
sions are made to Insure an initial tem¬ 
perature of not less than 120' F in each 
individual can. For the purposes of this 
section, initial temperature is defined as 
the average temperature of the contents 
of the container at the moment steam is 
admitted to the sterilizing retort. 

(c> For steam cook, blow-off vent 
shall be open during the coming-up pe¬ 
riod until the mercury the r mometer reg¬ 
isters at least 215* F. Bleeders shall 
emit steam during the enttre cooking 
period. 

The method of freezing Is not 
specified by the regulations in this part. 
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Whatever method is used must be such 
as will produce a hard-frozen product in 
a sufficiently short time to prevent de¬ 
composition Bulk packages containtng 
5 pounds or more of shrimp per package 
shall be hard frozen within 24 hours; 
smaller packages should be hard frozen 
within 12 hours. After freezing, the 
shrimp shall be stored in such a manner 
that its temperature does not exceed 0** 
F. and shall be handled in such manner 
as will maintain the hard-frozen condi¬ 
tion. 

<e> The storage temperatures for 
shrimp that are not frozen or canned 
are as follows; . 

(1 > Cooked and peeled shrimp shall be 
stored at a room temperature not ex¬ 
ceeding 35* F. » 

(2) Raw headless shrimp shah be 
stored at a room temperature not ex¬ 
ceeding 35" F. except that it may be 
stored at a higher room temperature if 
sufficiently iced at all times to prevent 
spoilage. 

(f> The inspector shall identify each 
record on the thermometer chart with 
the code mark of the lot to which such 
record relates and the date of such rec¬ 
ord. The Food and Drug Administration 
shall keep such charts for at least 5 years, 
and upon request shall make them avail¬ 
able to the packer. 

<g> The packer shall keep for at least 
2 years all shipping records covering 
shipments from each lot. and upon re¬ 
quest shall furnish such records to any 
inspector of the Food and Drug Adminis¬ 
tration. 

§ 197*860 Examination after ftrocc**- 

iwg. 

<a» Adequate samples shall be drawn 
by the inspector from each lot of proc¬ 
essed shrimp and shafl be examined to 
determine whether or not such proc¬ 
essed shrimp conforms to all require¬ 
ments of the Federal Food. Drug, and 
Cosmetic Act, amendments thereto, and 
regulations thereunder. 

(b) The packer shall destroy for food 
purposes, under the immediate super¬ 
vision of the inspector, all processed 
shrimp condemned by the inspector as 
not complying with 9 197.855<a>. or as 
filthy, decomposed, putrid, or otherwise 
unfit for food. 

§ 197.870 I .libeling. 

<»> Labels on shrimp packed and cer¬ 
tified under ff 197.810 through 197.88S 
may bear a mark attesting to such pack¬ 
ing and certification. Depending upon 
the type of processing, such marks, if 
used, shall read as follows: 

O) For canned shrimp; “Production 
supervised by U S. Food and Drug Ad¬ 
ministration." 

<2> For frozen shrimp: "Packing and 
freezing supervised by U.S. Food and 
Drug Administration. Perishable prod¬ 
uct—Not warranted against mishandling 
after freezing.” 

f3 1 For fresh, iced, or refrigerated 
shrimp: "Packing supervised by U8 
Food and Drug Administration. Perish¬ 
able product—Not warranted against 
mishandling after packing." 
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Buell marks If used shall be plainly and 
conspicuously displayed In type of uni¬ 
form size and style on a strongly con¬ 
trasting uniform background. The 
marks referred to in paragraph «a) (2) 
and <3) of this section shall not be 
used on the master carton unless such 
marks will be defaced by the opening 
of the cartons. 

(b) Labels on Inspected processed 
shrimp, other than canned shrimp, not 
bearing the marks referred to in para¬ 
graph (a) (2) and «3) of this section, 
and all master cartons for inspected 
shrimp other than canned shrimp, shall 
bear the statement "Perishable—Keep 
frozen” or "Pcrishable-~Keep refriger¬ 
ated,” whichever is applicable to the 
product. 

/-*€) Two proofs, or one proof and one 
photostat thereof, or eight specimens of 
all labeling Intended for use on inspected 
shrimp, or on or within the cases there¬ 
for, shall be submitted to the Pood and 
Drug Administration for approval If 
proofs or photostat and proof are sub¬ 
mitted, eight specimens of the labeling 
shall be sent to the Pood and Drug Ad¬ 
ministration after printing. The Food 
and Drug Administration is authorized 
to approve labeling for use on or with 
processed shrimp inspected under 
|| 197.810 through 197.885; approval 
shall be subject to the condition that 
such labeling shall be so used as to com¬ 
ply with the provisions of the Fedcml 
Food, Drug, and Cosmetic Act, amend¬ 
ments thereto and regulations there¬ 
under. The Pood and Drug Administra¬ 
tion is also authorized to revoke any 
such approval for cause. The Pood and 
Drug Administration shall not approve 
labeling for processed shrimp Intended 
for export under the provisions of 
$ 197.880<e>. 

<d> No commercial brand or brand 
name appearing on labeling approved as 
authorized under paragraph (c) of tills 
section and bearing the marks described 
in paragraph (a) of this section, and no 
labeling simulating any such approved 
labeling, shall be used, after such ap¬ 
proval. on processed shrimp other than 
that which has been handled, prepared, 
packed, and stored in compliance with all 
provisions of II 197.810 through 197.885: 
but this section shall not apply to any 
packer's labeling not bearing such mark 
after termination of inspection or with¬ 
drawal thereof as authorized by I 197,815 
or to any distributor’s labeling not bear¬ 
ing such mark after written notice by the 
owner thereof to the Pood and Drug 
Administration that the use of such 
labeling on inspected processed shimp 
has been discontinued and will not be 
resumed. 

te) Shrimp labeling authorized by 
paragraph (a) of this section or ap¬ 
proved under paragraph (c) of this sec¬ 
tion shall be used only os authorized by 
|| 197.810 through 197.885. Unauthorized 
use of such labeling renders the user 
liable to the penalties prescribed by the 
Federal Pood, Drug, and Cosmetic Act. 
as amended. 


§ 1*17.880 Certificate* of h«*i»*-ct»oi»; 

wnrrltou-ing mt«l rxport permit*. 

(a) After finding that the processed 
shrimp comprising any parcel has been 
handled, prepared, and packed in com¬ 
pliance with all provisions of II 197.810 
through 197 885. bears labeling approved 
as authorized under I 197 870<c), and 
compiles with all the provisions of the 
Federal Pood. Drug, and Cosmetic Act, 
amendments thereto, and regulations 
thereunder, the inspector shall Issue a 
certificate allowing that such processed 
shrimp so complies. The certificate 
shall specify the code marks* to which 
it applies, the quantity of the parcel so 
marked, the place where such parcel is 
stored, the size of the shrimp, the size 
and kind of containers, the type of puck. 
Uic commercial brand name on the la¬ 
bels, the quality grade of the shrimp 
if it is fancy, the condition of the 
shrimp If it is broken or if it is sub¬ 
standard in fill and the destination of the 
lot if known. Such certificate shall be¬ 
come void if such labeling is removed, 
altered, obliterated, or replaced, or if 
mishandling, Improper storage, or other 
circumstances so change the product 
that it no longer complies with the re¬ 
quirements for the issuance of a cer¬ 
tificate; but such processed shrimp may 
be relabeled under Uie supervision of an 
inspector and recertified if the Inspector 
finds that, after being relabeled, it com¬ 
plies with the requirements laid down 
by this paragraph for the issuance of 
a certificate. 

< b) Unless covered by certificate, proc¬ 
essed shrimp shall be moved from an 
inspected establishment only for storage 
authorized under paragraph <c) of this 
section, or for export authorized under 
paragraph (e) of this section, or for 
destruction as provided by I 197.860<b). 

<c) Applications to move unlabeled 
processed shrimp for storage in a ware¬ 
house or cold storage plant elsewhere 
than in the establishment where such 
shrimp was processed shall be on forms 
supplied by the Food and Drug Adminis¬ 
tration. Tlie application shall give the 
name and location of the warehouse or 
cold storage plant in which such proc¬ 
essed shrimp is to be stored, and shall be 
accompanied by an agreement signed by 
the operator of such warehouse or cold 
storage plant that Inspectors shall have 
free access at all times to all processed 
shrimp so stored and that conditions 
which will preserve the Identity of each 
parcel of such processed shrimp shall be 
continuously maintained pending issu¬ 
ance of a certificate thereon or removal 
as authorized by paragraph <d) of this 
section. If such application is approved 
and it appears to the inspector that the 
processed shrimp comprising any parcel 
has been packed in compliance with 
II 197.810 through 197.885 and conforms, 
except for the absence of labeling, to all 
requirements of the Federal Pood. Drug, 
and Cosmetic Act, amendments thereto, 
and regulations thereunder, the inspector 
shall issue to the applicant, on his re¬ 
quest, a warehousing permit covering 


such processed shrimp. Such permit 
shall specify the code marks to which it 
applies, the quantity of the parcel so 
marked, the places from and to which 
such parcel Is to be moved, the size of the 
shrimp, the size and kind of container*, 
the type of pack, whether or not it is 
fancy grade, the condition of the shrimp 
If It is broken or if it is substandard in 
fill, and, If such be the case, that it is 
intended for export under paragraph <e> 
of this section. When any provision ol 
Uie agreement is violated, the Food and 
Drug Administration may revoke any 
permit Issued pursuant to such agree¬ 
ment, and may also revoke its approval 
of the application for warehousing or 
cold storage which accompanied such 
agreement 

<d> Unless covered by certificate, 
processed shrimp stored under the au¬ 
thority of paragraph (c) of this section 
shall be moved from the warehouse or 
cold storage plant where stored only for 
rc-storagc under such authority, or for 
return upon written permission of the 
inspector to the establishment where 
processed, or for export authorized undei 
paragraph <e) of this section, or for de¬ 
struction as provided by I 197.860* b). 

<e) An application to export processed 
shrimp under the provisions of section 
801(d) of the act shall be accompanied 
by the original or a verified copy of the 
specifications of the foreign purchaser 
if required by the Food and Drug Ad- 
ministration, evidence showing that 
such processed shrimp is not in conftirt 
with the laws of the country to which it 
is Intended for export; and, if shipment 
of labeled processed shrimp Is specified 
or directed, eight specimens of the label¬ 
ing therefor. If processed shrimp pre¬ 
pared or packed according to such speci¬ 
fications is not tn conflict with the law* 
of such country, the Food and Drug Ad¬ 
ministration shall direct the inspector to 
issue to the applicant an export perpnt 
covering such processed shrimp compris¬ 
ing any parcel ordered by such pur¬ 
chaser under such specifications when 
the inspector finds that such processed 
shrimp was packed in compliance with 
the requirements of II 197.810 through 
197.885 regarding sanitary .condition* 
and processing; is not filthy, decom¬ 
posed. putrid, or otherwise unfit for 
food, accords to such specifications: and 
is labeled on the outside of the shipping 
package to show that it is intended foi 
export. Such permit shall specify the 
code marks to which it applies and the 
quantity of the parcel so marked, and 
shall show that such processed shrimp 
was packed under sanitary' condition* 
is wholesome, and accords to such speci¬ 
fication*. The applicant shall furnish 
to lire inspector documentary evidence 
showing the exportation of all such proc¬ 
essed shrimp. 

§ 197.88.7 Inspection fr«*. 

(a)(1) Except a* otherwise provided 
by the regulations in this part, an Initial 
payment of $50009 shall accompany 
each application; thereafter, eight addi- 
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tionul advance payments of $500.00 shall 
be made on or before the first day of 
each month beginning July 1 and con¬ 
tinuing through February 1 for the reg¬ 
ular inspection period; except that the 
Food and Drug Administration may re¬ 
quire the full amount of advance pay¬ 
ments prescribed by this paragraph to 
accompany the application of an appli¬ 
cant who has defaulted in any payment 
due for any prior packing season. 

«2> Whenever it is determined, with¬ 
out hearing, by the Food and Drug Ad¬ 
ministration that an establishment 
having the inspection service has been 
damaged by wind, fire, flood, or other 
calamity, to such an extent that pack¬ 
ing operations cannot be resumed before 
the end of the fiscal year then current, 
no advance payments falling due after 
such calamity shall be required from the 
packer for that fiscal year; but whenever 
it is determined, without hearing, by the 
Food and Drug Administration that an 
establishment having the inspection 
service has been so damaged by any such 
calamity that operations must be sus- 
jjended temporarily, but can be resumed 
before the end of the fiscal year then 
current, advance payments failing due 
after such calamity and before the 
month of resumption of operations shall 
be postponed until operations are re¬ 
sumed, and thereupon shall be paid in 
equal monthly installments during the 
period between the time of resumption 
of operations and June 1 of the fiscal 
year then current: Provided . That in the 
event of a determination described in 
paragraph <a)<2> of this section the to¬ 
tal payments and deposits made by the 
packer involved shall be charged with 
the cost of the service made available for 
the establishment without regard to the 
method .provided hereinafter for com¬ 
puting charges against payments and 
deposits for shrimp received, and the 
balance of the total payments and de¬ 
posits for shrimp received remaining 
after such charges shall be refunded by 
the Administration to the packer after 
the completion of the fiscal year. 

'3* Each application for an extension 
inspection period of 1 month shall be 
accompanied by a payment of $600.00. 
and at subsequent monthly intervals 
thereafter additional payments of 
$600.00 shall be made; but if the final 
payment is to cover a period of less than 
30 days, then such payment shall be at 
the rate of $20.00 for each day of such 
j*rlod. 


<bj(l) In addition to the payments 
prescribed in paragraph <a> of this sec¬ 
tion, advance deposits based upon the 
quantity of shrimp received by the sub¬ 
scribing establishment shall be made to 
underwrite adequately the cost of the 
inspection service. Such deposits shall 
be paid in advance in amounts of not 
less than $300.00. unless the Food and 
Drug Administration on an estimate of 
receipt of shrimp authorizes other 
amounts, and shall be computed at the 
rate of 20 cents per 100 pounds of whole 
raw shrimp, or 35 cents per 100 pounds 
of raw' headless shrimp, received by the 
plant. For the purposes of this section, 
the quantity of shrimp received by an 
establishment shall be determined by 
weighing on a suitable scale immediately 
after such shrimp leaves the initial in¬ 
spection belt: Provided, however. That 
other arrangements for determining ac¬ 
curately the weight of shrimp received 
may be employed If approved in advance 
by the Food and Drug Administration. 
A record of such weights shall be main¬ 
tained and made available to the inspec¬ 
tor upon his request. Any advance de¬ 
posits In excess of those required for 
actual shrimp received for the fiscal year 
<July 1 through June 30> shall be re¬ 
funded to the packer by the Food and 
Drug Administration after the comple¬ 
tion of the fiscal year. 

(2) Deposits for shrimp received as 
computed under paragraph <b»fli of 
this section, together with production 
deposits prescribed for oysters canned 
under $ 197.385<b>U>. shall be charged 
with the balance of the total cost of the 
inspection service that has not been pro¬ 
vided for by the combined total payments 
under paragraph <a> of this section and 
i 197 385«a>, in the case of canned oys¬ 
ters. The balance of the deposits remain¬ 
ing for shrimp received after such 
charges have been made shall be re¬ 
funded by the Food and Drug Adminis¬ 
tration to the packers after the comple¬ 
tion of the fiscal year, in the ratio which 
each packer's deposits for shrimp re¬ 
ceived and production deposits for oys¬ 
ters canned bears to the combined total 
of such deposits for shrimp received and 
oysters canned by all packers for the 
fiscal year. 

(3) When inspection service is with¬ 
drawn from an establishment as author¬ 
ized under 5 197.815<a>. the Food and 
Drug Administration shall not return to 
the packer any advance payments and/ 
or deposits required to the date of with¬ 


drawal of the service. Such payments 
and/or deposits shall be charged with 
the cost of the service made available 
for the establishment, without regard to 
the method described in this section, and 
the balance which w r ould have accrued to 
such packer shall remain to the credit 
of the Food and Drug Administration in 
the special account “Salaries and Ex¬ 
penses. Certification and Inspection 
Services." 

«c> A separate fee shall be paid to 
cover all expenses, incurred In accord¬ 
ance with the regulations of the United 
States Government for salary, travel, 
subsistence, and other purposes Incident 
to inspection described under 5 197.825 
<b> of suppliers of any materials to es¬ 
tablishments under the inspection serv¬ 
ice or for the purpose of issuing a cer¬ 
tificate or warehousing or export permit 
on processed shrimp stored or held at any 
place other than an establishment to 
which a seafood inspector is then 
assigned. 

«d> When the processing plant and 
the warehouse or cold storage plant of 
an establishment are located at different 
points of such distance apart that trans¬ 
portation between them is required for 
the inspector to perform hLs duties In 
the establishment, the packer shall fur¬ 
nish such transportation or shall pay a 
separate fee to cover all expenses 
therefor, 

<e> All payments required by the reg¬ 
ulations in this part shall be by bonk 
draft or certified check collectible at par 
draw n to the order of the Food and Drug 
Administration, and payable at Wash¬ 
ington. DC. Ail such drafts and checks, 
except those for the payment required by 
|197.810<a>, shall be delivered to the 
inspector and promptly scheduled to the 
Food and Drug Administration. Depart¬ 
ment of Health. Education, and Wel¬ 
fare, Washington, DC. whereupon after 
appropriate records thereof have been 
made, they shall be transmitted to the 
Chief Disbursing Officer. Division of Dis¬ 
bursement, Treasury Department, for 
deposit to the special account. “Certifi¬ 
cation and Inspection Services. Food and 
Drug Administration/’ 

<f» Ail refunds to the packers shall be 
by check drawm on the Treasury of the 
United States pursuant to refund vouch¬ 
ers duly certified and approved by the 
designated administrative officers. 

|FR Doc 77-7048 Filed 3^ 14 77:8:45 am| 
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would you 
like to know 

if any changes have been made in 
certain titles of the CODE OF 
FEDERAL REGULATIONS without 
reading the Federal Register every 
day? If so, you may wish to subscribe 
to the ‘‘Cumulative List of CFR 
Sections Affected, M the ‘‘Federal 
Register Index/' or both. 

Cumulative List of CFR Sections Affected 

$ 10.00 

per year 

The ‘'Cumulative List of CFR Sections 
Affected" is designed to lead users of 
the Code of Federal Regulations to 
^ amendatory actions published in the 
> Federal Register, and is issued 
monthly in cumulative form. Entries 
indicate the nature of the changes. 


Federal Register Index 


$8.00 

per year 


Indexes covering the 
contents of the daily Federal Register are 
issued monthly, quarterly, and annually. 
Entries are carried primarily under the 
names of the issuing agencies. Significant 
subjects arc carried as cross-references. 

A finding aid is included in each publication which Usts 
Federal Register page numbers with the date of publication 

In the Federal Register. 

Note to FR Subscribers. FR Indexes and the 
Cumulative List of CFR Sections Affected** will continue 
to be mailed free of charge to regular FR subscribers. 


Mail order form to: _ . _ 

Superintendent of Documents. U.S. Government Printing Office, Washington. D.C. 2040? 


There is enclosed 1 


for 


subscript ton(t) to the publications checked below: 


CUMULATIVE LIST OF CFR SECTIONS AFFECTED (*10.00 a year domestic; *12.50 foreign) 
FEDERAL REGISTER INOEX <**-00 a year domestic; *10.00 foreign) 


Him? 

Street Add**-1 
C»ty 

Mihrad P . V * pm 1 * *- 
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